Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on in vitro diagnostic medical devices

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THEEUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 114
and Article 168(4)(c) thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative agtthe national Parliaments,

Having regard to the opinion of the European Economic and Social Contmittee

After consultingthe Committee of the Regiohs

Acting in accordance with the ordinary legislative procedure,

Whereas:

(1) Directive 98/79/EQf the European Parliament and of the Council of 27 October 1998 on
vitro diagnostic medical devicgsonstitutes the Union regulatory framework ifowvitro
diagnostic medical devices. However, a fundamental revision of that Directive is needed to
establish aobust, transparent, predictable and sustainable regulatory framework for devices

which ensures a high level of safety and health whilst supporting innovation.

0JC[ é. é.,lp[ é.]
The Committee of the Regiodgcided not to give its opinion.
3 OJ L 331,7.12.1998, p.1




(2)

This Regulation aims to ensure graoothfunctioning of the internal market as regairls
vitro diagnostic medical devices, taking as a base a high level of protection offbealth

patients and users and taking into account the small and medsired enterprises that are

active in this sectarAt the same time, this Regulation sets high standards of quality and

safety for devices to meet common safety concerns as regards those products. Both objectives
are being pursued simultaneously and are inseparably linked whilst one not being secondary
to the other. As regards Article 114 of the Treaty on the Functioning of the European Union
(TFEU), this Regulation harmonises the rules for the placing on the market and putting into
service ofin vitro diagnostic medical devices and their accessoriekeiJhion market

which may then benefit from the principle of free movement of goods. As regards Article
168(4)(c) TEEU, this Regulation sets high standards of quality and safety for those devices

by ensuring, among other things, that data generatgthinal performance studies is reliable

and robust and that the safety of subjects participatinlnical performance studies is

protected.

(2a) This Requlation does not seek to harmonise rules relating to the further making available
on the market of deices after they have already been put into service. e.q. in the context of
secondhand sales.

(3) Key elements of the existing regulatory approach, such as the supervision of notified bodies,

risk classification, conformity assessment procedupesformance evaluation and
performance studiesvigilance and market surveillance should be significantly reinforced,
whilst provisions ensuring transparency and traceability regandivityo diagnostic medical

devices should be introduced to improve health safety.




(4)

(5)

(7)

(8)

To the extent possible, guidance developednfeitro diagnostic medical devices at
international level, in particular in the context of the Global Harmonization Task Force
(GHTF) and its followup initiative the International Medical De&as Regulators Forum,
should be taken into account to promote the global convergence of regulations which
contributes to a high level of safety worldwide and to facilitate trade, in particular in the
provisions on Unique Device IdentificatigaDl), generasafety and performance
requirements, technical documentation, classification criteria, conformity assessment

procedures and clinical evidence.

There are specific featuresiafvitro diagnostic medical devices, in particular in terms of risk
classification, conformity assessment procedures and clinical evidence, andhofitice

diagnostic medical device sector which require the adoption of a specific legislation, distinct
from thelegislation on other medical devices, whereas the horizontal aspects common to both

sectors should be aligned.

The scope of application of this Regulation should be clearly delimited from other legislation
concerning products such as medical devigesgeral laboratory products and products for

research use only.

It should be the responsibility of tiMember Stateto decide on a cadey-case basis whether

or not a productalls within the scope of this Regulatioim. order to ensure consistent

qualification across all Member States, particularly with regard to borderline cash®

Commission mayon its own initiativeor at a duly substantiated request of a Member State

having consulted the MDCGdecide on a caday-case basis whether or not a produrct

groups of productgall within the scope of this RequlationNhen deliberating the

requlatory status of products in borderline cases involvimgdicinal products, human

tissues and cells, biocidl@roducts or food products, the Commission should ensure an

appropriate level of consultation of the EMA, the ECHA and the EFSA, as relevant.




(8a)

It appears that divergent national rules reqgarding the provision of information and

(9)

(9a)

(9b)

counselling in relationto genetic testing may only have an impact on the smooth

functioning of the internal market to a limited extent. Therefore it is appropriate to lay

down only limited requirements in this regard in the present regulation, having regard to

the need to ensw constant respect of the principles of proportionality and subsidiarity.

To ensure the highest level of health protection, the rules goveniitgo diagnostic
medicaldevices manufactured and used, including measurement and delivery of resylts, o

within a single health institution should be clarified and strengthened.

Health institutions should have the possibility of manufacturing, modifying and using

devices irhouse, not on an industrial scale, and thereby addressing target patient group

specific needs which cannot be natthe appropriate level of performance by an

equivalent device available on the market

It is appropriate to provide that certain rules of this Requlation as reqgards devices

(10)

manufactured and used only within health institutions, including hospitals as well as

institutions, such as laboratorieand public health institutes that support the health care

system and/or address patient needs, but may not treat or care for patients directly, should

not apply since the aims of this Requlation would still be met in a proportionate manner. It

should be mted that the notion of health institution does not cover establishments primarily

claiming to pursue health interests or healthy lifestyles, such as gyms, spas, wellness and

fitness centres. As a result, the exemption applicable to health institutions doeapply to

those establishments.

It is necessary to clarifythat softwaren its own right, whenspecifically intended by the
manufacturer to be used for one or more of the medical purposes set out in the definition of an
in vitro diagnostic meidal deviceis qualified as am vitro diagnostic medical device, while
software for general purposes, even when used in a healthcare setting, or software intended
for well-being applications is not qualified asiarvitro diagnostic medical devic&he

gualification of software, either as device or accessory, is independent of its location or type

of interconnection between the software and a device.
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(11) It should bemadeclear that all tests that provide information on the predisposition to a
medical condition or a disease (e.g. genetic tests) and tests that provide information to predict
treatment response or reactions, such as companion diagnostinsyiticediagnosic

medical devices.

(11a)Compani on diagnostics are essential to def]i
a medicinal product through the quantitative or qualitative determination of specific
markers identifying subjects at higher risk afeveloping adverse reaction to the specific
medicinal product or identifying patients in the population for whom the therapeutic
product has been adequately studied, and found safe and effective. Such biomarker(s) may

be present in healthy subjects and/orpatients.

(11b) Devices that are usedith a view to monitoring areatmentwith a medicinal product in

orderto ensure that the concentratioof relevant substanceis the human body is within

the therapeutic window are not considered companion diasfics.

(11c) Therequirementto reduce risks as far as possible should be fulfilled taking into account

the generally acknowledged state of the art.

(12) Aspects addressed by Directive 2004/108/EC of the European Parliament and of the Council
of 15 Decenber 2004 on the approximation of the laws of the Member States relating to
electromagnetic compatibility and repealing Directive 89/336/E4&€ an integral part of the
general safety and performance requirementsfeitro diagnostic medical devices.
Consequently, this Regulation should be consideded apecialign relation tothat

Directive.

4 0OJ L 390, 31.12.2004, p. 24




(13) This Regulation should include requirements regarding the design and manufaciuwiérof
diagnostic medical devices emitting ionizing radiation witheffecting the application of
Council Directive2013/59/Euratom of December 2013 laying down basic safety standards
for protection against the dangers arising from exposure to ionising radiation, and
repealing Directives 89/618/Euratom, 90/641/Euratof®/29/Euratom, 97/43/Euratom and
2003/122/Euratordwhich pursusother objectives.

(13a)This Requlationincludes requirements regarding the safety and performance

characteristics of invitro diagnostic medical devices intended to prevent occupational

injuries , including protection from radiation.

(15) It should be made clear thatvitro diagnostic medical devices offered to persons in the
Union by means of information society services within the meaning of Directive 98/34/EC of
the European Parliameand of the Council of 22 June 1998 laying down a procedure for the
provision of information in the field of technical standards and reguldtasnaell as devices
used in the context of a commercial activity to provide a diagnostic or therapeutie servic
persons within the Union must comply with the requirements of this Regulation when the

product is placed on the market or the service is provided in the Union.

(16) To recognise the important role of standardisation in the fieil dfro diagnosic medical
devices, compliance with harmonised standards as defined in Regulation (E025/2012
on European standardisati@mould be a means for manufacturers to demonstrate conformity
with the general safety and performance requirements andegaérequirements, such as

guality and risk management.

OJL13,17.1.2014, p. 1.
OJ L 204, 21.7.1998, p. 37, as amended by Directive 98/48/EC of the European Parliament
and of the Council of 20 July 1998, OJ L 258.1998, p. 18.

! OJ L 316, 14.11.2012, p. 12




(16a)Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on

in vitro diagnostic medical devices allows the Commission to adopt common technical

specifications for pecific categories of in vitro diagnostic medical devices. In areas where

no harmonised standards exist or where they are not sufficient, the Commission should be

empowered to lay down specifications which provide a means to comply with general safety

and performance requirements and requirements for performance studies and performance

evaluation and/or postmarketfollow-up.

(16b)Common specifications should be developed after consulting the relevant stakeholders and

(17)

(18)

(19)

taking account of the European anihternational standards.

The definitions in the field ah vitro diagnostic medical devices regardihg device itself,
the making available of deviceeconomic operatorsisers and specific processes, the
conformity assessmentjinical evidence,vigilanceand market surveillance, standards and
other technical specificationsshould be aligned with wedistablished practice at Union and

international level in order to enhance legal certainty.

The rulesapplicableto in vitro diagnostic medical devices should be aligned, where
appropriate, with the New Legislative Framework for the Marketing of Products, which
consists of RegulatiofEC) No 765/2008 of the European Parliament and of the Council of 9
July 2008setting out theaquirements for accreditation and market surveillance relating to the
marketing of products and repealing Regulation (EEC) No 38a/@#Decision No

768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common
framework for the maeting of products, and repealing Council Decision 93/465/EEC.

The rules on Union market surveillance and control of products entering the Union market
provided for in Regulatio(EC) No 765/2008 apply tm vitro diagnosticmedical devices and
their accessories covered by this Regulation which does not prevent Member States from

choosing the competent authorities to carry out those tasks.

OJ L 218, 13.8.2008, p.30.
OJ L 218, 13.8.2008, p. 82.




(20) Itis appropriate to set out clearly the general obligations of the different economic operators,
including importers and distributorbuilding on the New Legislative Framework for the
Marketing of Products, without prejudice to the specific obligations laid down in the different
parts of this Regulation, to enhance understanding of the legal requirengkthisigto

improve regulatory compliance by the relevant operators.

(20a)For the purpose othis Regulation, the activities of distributors include acquisition, holding

and supply ofin vitro diagnostic medical devices.

(20b)Several of the obligations on manufacturers, such as performance evaluation or vigilance
reporting, that were set out only in trennexesof Directive 98/79/EC should be

incorporated into the enacting provisions of this Regulation to facilitate its applama

(21) To ensure than vitro diagnostic medical devices manufactured in series production continue
to be in conformity with the requirements of this Regulation and that experience from the use
of theirin vitro diagnostic medical devices is taketoilmccount for the production process,
all manufacturers should have a quality management system andmagpkst surveillance
systemin place which should be proportionate to the risk class and the typeiofvit®
diagnostic medical devicé addition, in order to mitigate risks or prevent incidents related
toin vitro diagnostic medical devices manufacturers should establish a system for risk

management and a system for reporting incidents and field safety corrective actions.

(21a)The risk managemensystem should be carefully aligned with and reflected in the

performance evaluation process for the in vitro diagnostic medical device, including the

clinical risks to be addressed as part of performance studies, performance evaluation, and

postmarket performance follow up. Both the risk management and performance

evaluation processes should be idependent and should be regularly updated.

(22) It should be ensured that supervision and control of the manufastwell as posinarket
and vigilance activitiesof in vitro diagnostic medical devices is carried out within the
manufacturer's organisation by a persesponsible for regulatory complianogho fulfils

minimum conditions of qualification.




(23) For manufacturers who are not estaldin the Union, the authorised representative plays a
pivotal role in ensuring the compliance of thevitro medical devices produced by those
manufacturers and in serving as their contact person established in theGinenthat

pivotal role, for thepurposes of enforcement it is appropriate to make the authorised

representative legally liable for defective in vitro diagnostic medical devices in case a

manufacturer established outside the Union has not complied with its general obligations.

The liability of the authorised representative provided for in this Requlation is without

prejudice to the provisions of Council Directive 85/374/EEC [on the approximation of the

laws, requlations and administrative provisions of the Member States concerning liabili

for defective productsp, and accordingly the authorised representative is jointly and

severally liable with the importer and the manufacturer.

The tasks of an authorised representative should be defined in a written mandate . Considering
the role of athorised representatives, the minimum requirements to be met by them should be
clearly defined, including the requirement of having available a person who fulfils minimum
conditions of qualification which should be similar to those for a manufacturersom

responsible for regulatory compliance.

0 0QJL 210,7.8.1985, p. 29
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(24) To ensure legal certainty in respect of the obligations incumbent on economic operators, it is

(25)

necessary to clarify when a distributor, importer or other person is to be considered the

manufacturer of am vitro diagnostic medical device.

Parallel tade in products already placed on the market is a lawful form of trade within the
internal market on the basis of Article 34 of the Treaty on the Functioning of the European
Union subject to the limitations set by the protection of health and safetyadhe b

protection of intellectual property rights provided by Article 36 of the Treaty on the
Functioning of the European Union. Application of this principle is, however, subject to
different interpretations in the Member States. The conditions, in gdartibe requirements

for relabelling and repackaging should therefore be specified in this Regulation, taking into
account the caslaw of the European Court of Justita other relevant sectors and existing

good practices in the field @i vitro diagnostic medical devices.

(25a)In view of the fact that natural or legal persons may claim compensation for damage

(26)

caused by a defective device in accordance with applicable Union and national law, it is

appropriate to require manufacturers to have amures in place to provide sufficient

financial coverage in respect of their potential liability under Directive 85/374/EEC. Those

measures should be proportionate to the risk class, type of device and the size of the

enterprise.

In this context it is al® appropriate to lay down rules concerning the facilitation, by a

competent authority, of the provision of information to persons who may have been injured

by a defective device.

In vitro diagnostic medicalevices should, as a general rule, beaCiBenarking 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 pgtinto service for reasons related to the

requirements laid down in this Regulatibfowever Member States should be allowed to

decide whether to restrict the use of any specific typaafitro diagnosticmedical device in

relation to aspects that aneot covered by this Requlation.

11

Judgment of the Court of 28 July 2011 in joined casd9@09 and €07/10
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(27)

(27a)

(28)

(28a)

The traceability ofn vitro diagnostic medical devices by means of a Unique Device
Identification (UDI) system based on international guidance should significantly enhance
the effectiveness of the peastarket safety bin 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 tife UDI system should also improyirchasing and waste

disposal policiesnd stockmanagement blgealth institutionsand other economic

operators and, where possible, be compatible with other authentication systems already

in place in those settings

The UDI system should apply to all in vitro diagnostic medical devices placed on the
market except devices for performanatudiesand be based on internationally
recognised principles including definitions that are compatible with those used by majo
trade partners. In order for the European Unique Device ldentification System to
become functional in time for the application of this regulation detailed rules should be
laid down in this Regulation and in Regulation [reference to the future Regulatan

medical devices.

Transparency anédequate access tnformation appropriately presented for the

intended userare essentiah the public interest, to protect public healtlp empower
patients and healthcare professionals and to enabletthexake informed decisions, to
provide a sound basis for regulatory decismaking and to build confidence in the
regulatory system.

To facilitate the functioning of the European Databank on medical devices (Eudamed),

an internationally recogniseanedical device nomenclature should be available free of

charge to manufacturergnd other natural or legal persons obliged to use that
nomenclature under this Regulation. Furthermore this nomenclature should be

provided, where reasonably practicableee of charge, also to other stakeholders.

11
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(29)

(30)

One key aspect is the creation of a central database that should integrate different electronic
systems to collate and process information regaindingro diagnostic medical devices on

the market and #threlevant economic operatocgrtain aspects ofonformity assessment,
notified bodiesgertificates, performance studies , vigilance and market surveillance. The

objectives of the database are to enhance overall transparegging through better

access to information for the public and healthcare professionédsstreamline and

facilitate the flow of information between economic operators, notified bodies or sponsors and
Member States as well as between Member States among themselves angl with th
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 man&gedpean
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!?

Eudamed's electronic systems regarding devices on the ntheket]evant economic

operators and certificates should enable the public to be adequately informed about devices on
the Union market. The electronic system on performance studies should serve as tool for the
cooperation between Member States and forlergabponsors to submit, on a voluntary

basis, a single application for several Member States and to report serious adverse events
device deficiencies and related updat@$ie electronic system on vigilance should enable
manufacturers to report seriousigtents and other reportable events and to support the
coordination of their assessment by competent authorities. The electronic system regarding
market surveillance should be a tool for the exchange of information between competent

authorities.

12

0OJ L 102, 23.4.2010, p. 45.
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(31) Inrespect of data collated and processed through the electronic systems of Eudamed,
Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on
the protection of individuals with regard to the processing of personal data arelfoeeth
movement of such dateapplies to the processing of personal data carried out in the Member
States, under the supervision of the Member States competent authorities, in particular the
public independent authorities designated by the Member Statgsla®on (EC) No
45/2001° of the European Parliament and of the Council of 18 December 2000 on the
protection of individuals with regard to the processing of personal data by the Community
institutions and bodies and on the free movement of sucH dagalies to the processing of
personal data carried out by the Commission within the framework of this Regulation, under
the supervision of the European Data Protection SuperWwsaccordance with Article 2(d)
of Regulation (EC) No 45/2001, the Commissstiould be designated as the controller of

Eudamed and its electronic systéms
(32) For class C and Dn vitro diagnostic medical devices, manufacturers should summarise the
main safety and performance aspects of the device and the outcomepeffibrenance

evaluation in a document that should be publicly available.

(32a) The sponsor should submit a summary of results of the performance study, easily

understandable to the intended user together with the performance study report, where

applicable within the timelines. Where it is not possible to submit the summary of the

results within the defined timelines for scientific reasons, the sponsor should justify this

and specify when the results are going to be submitted.

13 Thisreference should be updated following the agreement between the Institutions on the
directive and regulation on personal data.

4 0JL281,23.11.1995, p. 31.

15 This reference should be updated following the agreement between the Institutions on the
diredive and regulation on personal data.

16 0OJL8,12.1.2001, p. 1.

7 0JL8,12.1.2001. p. 1. This reference should be replaced by a reference to the new data
protection regulation.
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(33)

(33a)

(34)

(34a)

(34aa)

The proper functioning afotified 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 subft to controls at Union level.

The outcome of the notified body assessment of manufacturers' technical
documentation, in particular their documentation of performance evaluation and risk
management, should be critically evaluated by the nationaiheities responsible for
notified bodies. This evaluation, which is part of the risk based approach to the oversight
and monitoring of notified body activities could be based on sampling of the relevant

documentation.

The position of notified bodiess-avis manufacturers should be strengthened, including
their right and duty to carry out unannouncaatsite auditsand to conduct physical or
laboratory tests om vitro diagnostic medical devices to ensure continuous compliance by

manufacturers after receipt of the original certification.

To increase transparency on the oversight of notified bodies by national authorities, the
responsible authorities should pubhsinformation on their provisions for designation

and monitoring of notified bodies foin vitro diagnostic medical devices. In accordance
with good administrative practice this information should be kept up to date by the
national authority in particularto reflect relevant, significant or substantive changes to
the procedures.

The Member State in which a notified body is located should be responsible for

(34b)

enforcing the requirements of this requlation with regard to that notified body.

In particular in view of the responsibility of Member States for the organisation and
delivery of health services and medical care, Member States may lay down additional
requirements on notified bodies designated for conformity assessment of devices based
on their territory as concerns issues that are not regulated in this Regulation. That
possibility is without prejudice to more specific horizontal EU legislation on notified

bodies and equal treatment of notified bodies.

14
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(35) Forclass Din vitro diagnostiomedical devices;ompetentauthorities should be informed
aboutcertificates granted by notified bodieand be given the right, to scrutinise the
assessment conducted by notified bodies

(35a)For class D invitro diagnostic medical devices for whigio common specifications exist it

is appropriate to provide that in case it is the first certification for that specific type of

device for which there is no similar device on the market having the same intended purpose

and based on similar technologexgerts panelshould, in addition to the laboratory testing

of the claimed performance and the compliance of the device by reference laboratories, be

reqguested to provide their views on the preliminary assessment conducted by notified bodies

on the performarce evaluationCompetent athorities should be informed about devices

which have been granted a certificate following this conformity assessment procedure. This

performance evaluation consultation should lead to a harmonised evaluation of high risk

in vitro diagnostic medical devices by sharing expertise on performance aspects and

elaborating commorspecifications on categories of devices that have undergone this

consultation process.

(36) To enhance patient safety and to take due account of technological progress.ethie
classification system fan vitro diagnostic medical devices set out in Directive 98/79/EC
should be fundamentally changed, in line with international practice, and the corresponding

conformity assessment procedures should be accordingly adapted.

(37) Itis necessary, in particular fdre purpose of the conformity assessment procedures, to
classifyin vitro diagnostic medicalevices into four risk classes and to establish a set of

robust riskbased classification rules, in line with international practice.

(38) The conformity assessmigorocedure for class i vitro diagnostic medicadevices should
be carried out, as a general rule, under the sole responsibility of the manufacturers, since such
devices pose a low risk to patients. Fovitro diagnostic medicalevices in classes B, and

D, the involvement of a notified body should be compulsory to the appropriate degree.

15
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(39)  The conformity assessment procedures should be fustihengthened and streamlined

whilst the requirements for notified bodies as regards the performatiearadissessments
should be clearly specified to ensure a level playing field.

(39a) Itis appropriate that certificates of free sale contain information that makes it possible
to use the European databank on medical devices (Eudamed) in order to obtain
information on the device and in particular whether it is on the market, withdrawn from

the market or recalled and on any certificate on its conformity.

(40) It is necessary to clarify the requirements regarding batch release verification for the
highestrisk in vitro diagnostic medical devices.

(41) European Union reference laboratories should be enabled to vgtdporatory testing
the claimed performancand thecompliance of such devices with the applicable common
specifications, when such commapecifications are available, or with other solutions
chosen by the manufacturer to ensure a level of safety and performance that is at least

equivalent.

(42)  To ensure a high level of safety and performance, demonstration of compliance with the
generakafety and performance requirements should be based on clinical evidence. It is

necessary to clarify the requirementstfoe demonstration of theclinical evidencgthat

is based on data on scientific validity, and the analytical performance and clinical

performance of thedevice To allow for a structured and transparent process, generating

reliable and robust data, sourcing and assessment of available scientifiicmation and

data generated in performance studies should be based on a performance evaluation

plan.

42a) As a general rule, clinical evidence should be sourced from performance studies to be
carried out under the responsibility of a sponsor who eathé manufacturer or another

legal or natural person taking responsibility for the performance study.

16
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(42¢)

It is necessary to ensure that the clinical evidencam¥itro diagnostic medical devices

(42d)

is updated throughout their lifecycle, this entails the planned monitoring of scientific

developments and changes in medical practice by the manufacturer. Relevant new

information should then trigger a reassessment of the clalievidence of thén vitro

diagnostic medical device thus ensuring safety and performance through a continuous

process of performance evaluation.

It should be recognized that the concept of clinical benefit imwvitro diagnostic

(429

medical devicessifundamentally different from that of pharmaceuticals or of

therapeutic medical devices as the benefiiro/itro diagnostic medical devices is in

providing accurate medical information on patients, where appropriate assessed against

other diagnostic opbns and technologies, whereas the final clinical outcome for the

patient is dependent on further diagnostic and/or therapeutic options which may be

available.

Wherespecificdeviceshaveno analytical or clinical performance or specific

(43)

performancerequirements are not applicable, it is appropriate to justify in the

performance evaluation plan, and related reports, omissions related to these

requirements

The rules on performance studies should be in line with major international guidantce, su
as the international standard on good clinical practice for clinical investigations of medical
devices for human subjedts facilitate that the results of performance studies conducted

in the Union could be accepted as documentation elsewhere andditithte that results

of performance studies conducted outside the Union in accordance with international
guidelines can be accepted within the Unioim addition the rules should be in line with

the most recent version of the World Medical Associabenlaration of Helsinki on

Ethical Principles for Medical Research Involving Human Subjects .

17
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(43a)lt should be left to the Member State concerned to determine the appropriate body or bodies

to be involved in the assessment of the application to conduymrformance study and to

organise the involvement of ethics committees within the timelines for the authorisation of

that performance study as set out in this Regulation. Such decisions are a matter of internal

organisation for each Member State. Whentdamining the appropriate body or bodies,

Member States should ensure the involvement of laypersons, in particular patients or

patients' organisations. They should also ensure that the necessary expertise is available.

(44) An electronic system should be set up at Union level to ensure that every interventional
clinical performance studies and other performance studies involving risks for the subjects of
the studies are@ecorded and reporteth a publicly accessible dataleag o protect the right
to protection of personal data, recognised by Article 8 of the Charter of Fundamental Rights
of the European Union, no personal data of subjects participating in a performance studies
should be recorded in the electronic systemeiisure synergies with the area of clinical trials
on medicinal products, the electronic system on performance studiesitn diagnostic
medical devices should be interoperable with the EU database to be set up for clinical trials on

medicinal produts for human use.

18
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(45)

(46)

(47)

Where an interventional clinical performancgudy or another performancstudy

involving risks for the subjecis to be conducted in more than one Member Steamber
Statesshould havethe possibilityto allow the sponsoto submit a single application in order

to reduce administrative burden. In order to allow for resesineging and to ensure

consistency regarding the assessment of the health and safety related aspects of the device for
performance evaluation and of tha@entific design of the performance study to be conducted

in several Member Stats, such single application should facilitatelietary coordination

between the Member States under the direction of a coordinating Member State. The
coordinated assesemt should not include the assessment of intrinsically national, local and

ethical aspects of a clinical performance study, including informed consent.

The Commission, collecting experiences of this voluntary coordination between Member
States, should caw up a report and propose a review of the relevant provisions on a

coordinated assessment procedubdter seven years the procedure should apply to all

Member States concerned by the submission of a single application by the sponsor. In case

the findingsof the review are negative, the Commission should submit a review to extend

the time period.

Sponsors should report certain adverse ewarddevice deficienciesccurring during
interventional clinical performance studies and other performance studies involving risks for
the subjects to the Member States concertdeimber Stateshould have the possibility to
terminate or suspend these studies if consideregssary to ensure a high level of protection

of the subjects enrolled in such studies. Such information should be communicated to the

other Member States.

With exemption of some general requirements, the provisionsf Regulation should only
cover performance studiaatended to gather scientific data anglhich pursue regulatory

purposes laid down in this Regulation.

19
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(47aa) Itis necessary to clarify that performance studigsing leftover specimens need not be

(47b)

(47m)

authorised. Nevertheless, the gmal requirements and other additional requirements

with regard to data protection or performed in accordance with national law such as

ethical review shouldontinue toapply to all performance studies, including when using

left-over specimens.

Manufacturers should play an active role during the pastarket phase by systematically

and actively gathering information from posharket experience with their devices in

order to update their technical documentation and cooperate with the national

compeent authorities in charge of vigilance and market surveillance activities. To this
endmanufacturersshould establish a comprehensive pasarket surveillance (PMS)

system, set up under the quality management system and based on a PMS plan. Relevant
dataand information gathered within PMS activitiesas well adessons learned from

any implemented preventive and/or corrective actions, should be used to uadgpte

relevant part of technicatlocumentation, such as risk assessment, performance

evaluation andshould serve the purposes of transparency.

The principles of replacement, reduction and refinement in the area of animal

(48)

experimentation laid down in the Directive 2010/63/EU of the European Parliament and

the Council on the protection of animals ed for scientific purposes should be

observeéb. In particular, the unnecessary duplication of tests and studies on vertebrates

should be avoided.

In order to better protect health and safety regarding devices on the markétctranic

system orvigilance forin vitro diagnostic medical devices should be made more effective

by creating a central portal at Union let@l reporting serious incidents and field safety

corrective actions.

8 QJL 276,20.10.2010. p. 33.
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(49)

(50)

(50a)

Member States should take appropriateasures to raisawareness among healthcare

professionals, users and patients about the importance of reporting incidéfgalthcare

professionalsusersand patients should be empoweggd enabledo report suspected
serious incidents at national level using harmonieedats. 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.

The evaluationof reported serious incidents and field safety corrective actions should be
conducted at national level but coordination should be ensured where similar incidents
have occurred or field safety corrective actions have to be carried out in more than one
Member State with the objective of sharing resources and ensuring consistency regarding

the corrective action.

The competent authorities should take into account, where appropriate, the information

(51)

(52)

(52a)

provided by and views of relevant stakeholders, inahgdpatient and healthcare

professionals' organisations and manufacturers' associations.

The reporting of serious adverse eventslevice deficiencieduring interventional

clinical performance studies and other performance studies involvingairske

subjects, and the reporting of serious incidents occurring afiandino diagnostic

medical device has been placed on the market should be clearly distinguished to avoid

double reporting.

Rules on market surveillance should be includethisiRegulation to reinforce the rights
and obligations of the national competent authorities, to ensure effective coordination of
their market surveillance activities and to clarify the applicable procedures.

Any statistically significant increase the number or severityf incidentsthat are not

seriousor expectederroneous resultshat could have a significant impaan the risk

benefit determination and which may lead to unacceptable risks should be reported to
the competent authorities inrder to permit their assessment and the adoption of

appropriate measures.

21
EN



(53a)

Member States should take all necessary measures to ensure that the provisions of this

(54)

(55)

Requlation are implemented, including by laying down effective, proportionate and

dissuasive penalties for their infringement.

Whilst this Regulation should not affect the right of Member States to levy fees for
activities at national level, Member States should inform the Commission and the other
Member States before they addp tevel and structure of the fees to ensure transparency.

In order to ensure transparency the structure and level of fees should be publicly

available on request.

An expert committee, the Medical Device Coordination Group (MDCG), composed of
personglesignated by the Member States, based on their role and expertise in the field of
medical devices anid 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 de¥itedulfil 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 harntbiniggementation of this
RegulationThe MDCG should be able to establish subgroups in order to provide
necessary irdepth technical expertise in the field of medical devices anditro

diagnostic medical devices. When establishing subgroups, appropeiatsideration

should be given to the possibility to involve existing groups at EU level in the field of

medical devices.

19

6J L [e], [e]l, p. [¢€]

22
EN



(56)

(57)

(58)

(59)

Closer coordination between national competent authorities through information exchange
and coordinated assessments under tieetithn of a coordinating authority is fundamental

for ensuring a uniform high level of health and safety within the internal market, in particular
in the areas of performance studies and vigilafide principle of coordinated exchange

and assessment shld also apply across other authority activities described in this
Regulation, such as notified body designation and should be encouraged in the area of
market surveillance ofn vitro diagnostic medical devices. Joint working, coordination and
communicaton of activitiesshould also lead to more efficient use of resouacesexpertise

at national level.

The Commission should provide scientific, technical and corresponding logistic support to the
coordinating national authority and ensure thatégalatory system fdn vitro diagnostic
medical devices is effectivebnd uniformly implemented at Union level based on sound

scientific evidence.

The Unionand, where appropriate, the Member Stasdwuld actively participate in
international regulatory cooperation in the fieldro¥itro diagnostic medical devices to
facilitate the exchange of safetglated information regarding vitro diagnostic medical
devices and foster the further developim&rinternational regulatory guidelines promoting
the adoption of regulations in other jurisdictions with a level of health and safety protection

equivalent to that set by this Regulation.

This Regulation respects the fundamental rights and obdber@sinciples 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 businesstlaadight to property. This Regulation should be
applied by the Member States in accordance with those rights and principles.
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(60)

(61)

(62)

(63)

It is appropriate to empower the Commission to adopt delegated acts in order to supplement

or amend certain noressential povisions of this Requlation pursuant to Article 298 the

Treaty on the Functioning of the European Uniorit is of particular importance that the

Commission carry out appropriate consultations during its preparatory work, including at

expert levelandthat those consultations be conducted in accordance with the principles

laid down in the Interinstitutional Agreement on Better Lataking of 13 April 2016 In

particular, to ensure equal participation in the preparation of delegated aitts,European

Paliament and the Counaiéceive all documents at the same time as Member States'

experts, and their experts systematically have access to meetings of Commission expert

groups dealing with preparation of delegated acts

In order to ensure uniform nditions for the implementation of this Regulation,

implementing powers should be conferred on the Commission. Those powers should be
exercisedn accordance with Regulation (EU) No 182/2011 of the European Parliament and
of the Council of 16 February 201dying down the rules and general principles concerning
mechanisms for control by Member States of the Commission's exercise of implementing

powers?®

The advisory procedure should be used for the adoption of the form and presentation of the
data elenents of the manufacturers' summary of safety and performance and of the model for
certificates of free sale, given that those acts have a procedural character and do not directly

have animpacton health and safety at Union level.

The Commission suld adopt immediately applicable implementing acts where, in duly

justified cases relating to the extension to the territory of the Union of a national derogation

from the applicable conformity assessment procediirgsperative grounds of urgency so

require
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(64) To allow economic operatqrespecially SMEshotified bodies, Member States and the

Commission to adapt to the changes introduced by this Reguaiibto ensure its proper

application it is appropriate to provide for a sufficient transitional period for that adaptation

and for the organisational arrangements to be takienvever, parts of the Requlation that

affect directly Member States and the Commission should be implementedsasaso

possiblelt 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.

(65) In order to ensure a smooth transition to the registratiomwfro 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 Regudatigmion level
should in case the corresponding IT systems are developed according to ipdaome fully
effective only 18 months after the date of application of this Regulation. During this
transitional perioatertain provisionsof Directive 98/79/ECIsould remain in force. However,
economic operators and notified bodies who register in the relevant electronic systems
provided for at Union level should be consider@thein compliance with the registration
requirements adopted by the Member Statesupmtsto those provisions of the Directives to
avoid multiple registrations.

(65b) In order to provide for a smooth introduction of the UDI systethe effective obligation
to place the UDI carrier on the label of the device should moreover vary from one year
to five years after the date of application of this Regulation depending upon the class of

thein vitro diagnostic medical device concerned.

(66) Directive 98/79/EC should be repealed to ensure that only one set of rules applies to the
placing ofin vitro diagnostic medical devices on the market and the related aspects
covered by this RegulatioAlso Commission Decision 2010/227/EU adopted in
implementation of thaDirective and Directives 90/385/EEC and 93/42/EEC should be

repealed as from the date when tB@ropean databank on medical devices set up

pursuant to Requlation (EU) No [future Regulation on Medical Devices] and this

Requlation isfully functional.
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(66a) The European Data Protection Supervisor has given an opigigoursuant to Article
28(2) of Regulation (EC) No 45/2001.

(67)  Since the objective of this Regulation, namely to ensure high standards of quality and
safety forin vitro diagnostic medical devices, thus ensuring a high level of protection of
health and safety of patients, users and other persons, cannot sufficiently be achieved by
the Member States and can, by reason of the scale of the measure, be better achieved at
Union level, the Union may adopt measures, in accordance with the principle of
subsidiarity as set out in Article 5 of the Treaty on European Union. In accordance with the
principle of proportionality, as set out in that Article, this Regulation doesmbégond

what is necessary in order to achieve that objective.

HAVE ADOPTED THIS REGULATION:

21 0OJ L XX, X.Y.20ZZ, p.X.
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la.

Chapter |

Scope and definitions

Article 1
Scope
This Regulationlays downrules concerning the placing on the market, making available
on the market gputing into serviceof in-vitro diagnostic medical devices and accessories
toin-vitro diagnostic medical devices for human usethe Union .This regulation also
applies to performance studies am-vitro diagnostic medical devices conducted in the

Union.

For thepurpose®f this Regulationin vitro diagnostic medical devices and accessori@s to

vitro diagnostic medical devices shall hereinafter be referred to as 'devices'.

This Regulation shall not apply to:

(@) productsfor general labmtory useor researchuse only productsunless such
products, in view of their characteristics, are specificathnded by their manufacturer
to be used fom vitro diagnostic examination;

(b) invasivesampling devices or those which are directly applied to the human body for the
purpose of obtaining a specimen;

(c) internationally certifiedreference materials

(d) materials used for external quality assessment schemes.
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6a.

Any device which, when plac on the market grut into serviceincorporates as an integral
part a medical device as defined in Article 2 of Regulation (EU) [Ref. of future Regulation on
medical devices] on medical devices shall be governethatRegulation. The

requirementsof this regulation shall applyto the" in vitro diagnostic medical devigeart .

This Regulation is a specific Union legislation within the meaning of Article 1(4) of Directive
2004/108/EC .

Where a relevant hazard exists, devices which @s® machinery within the meaning of
Article 2(a) of Directive 2006/42/EC of the European Parliament and of the Council of 17

May 2006 on machinerdf shall also meet the essential health and safety requirements set

out in Annex | to that Directive to the extent to which those requirements are more specific

than the general safety and performance requirements set out in chapter Il of Annex | of

this Reaulation.

This Regulationshall not affect the application of Council Direct@13/59Euratom.

This Regulation shall not affect the right of a Member State to restrict the use of any

specific type of device in relation to aspects not coveredisyRequlation.

This Regulation shall not affect natiornalv concerning the organisation, delivery or
financing of health services and medical care, such @ requirement thatertainin vitro
diagnostics medicallevicesmay only be supplied onraedical prescriptiorthe requirement
that only certain health professionals or health care institutions may dispense or apply
certain device®r that their application must be accompanied by specific professional

counselling

This Regulationshall be without prejudice to national law regarding public access to
official documents and regarding freedom of the press and freedom of expression in other

media.
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Article 2
Definitions
For the purposes of this Regulation, the following definitiond sipply:
Definitions related to devices:
(1) 6medi cal d 'medicat device' asaedafinesl in Regulation (EU) No [Reference to the

future Regulation on medical devices].

(2) invitrodi agnostic medical deviced means any med
product, calibrator, control material, Kit, instrument, apparatus, equipment, software or system,
whether used alone or in combination, intended by the manufacturer to be usgexfor the
examination of specimens, including blood and tissue donations, derived from the human body,
solely or principally for the purpose of providing information:

T concerning a physiological or pathologipabcess ostate;

I concerningcongenital physical or mental impairments

i concerning the predisposition to a medical condition or a disease;

T to determine the safety and compatibility with potential recipients;

T to predict treatment response or reactions;

T to define or monitotherapeutic measures.
Specimen receptacles are considered tio lvéro diagnostic medical devices. For the purposes
of this Regulation, O6speci men -tyworen@t acl ed m
specifically intended by their manufacturers for phienary containment and preservation of

specimens derived from the human body for the purposeuvitio diagnostic examination.

(3) ‘'accessory to aim vitro diagnostic medical device' means an article which, whilst not being
anin vitro diagnostic medial device, is intended by its manufacturer to be used together with
one or several particular vitro diagnostic medical device(s) specificallyenablethein
vitro diagnostic medical device(s) to be used in accordance with its/their intended purpose(s)

or to specifically and directhassist thanedicalfunctionality of thein vitro_diagnostic

medical device(s) in view of its/their intended purposg(s)

4 6devorselst esti ngd means any device intended b
persongincluding devices used for testing services offered to lay persons by means of

information society services
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(5) ‘'devicefor nearpatient testing' means any devibat is not intended for selésting but is
intended to perform testing outside a laboratory environment, generally near to, or at the side

of, the patienby a health professional

(6) ‘companion diagnostic' meansl@vicewhich is essential for the sa# and effective use of a
corresponding medicinal product to:
- identify, before and/or during treatmenpatients who are most likely to benefit from

the correspondingmedicinal product; or

- identify, before and/or during treatmenpatients likely to be at increased risk for

serious adverse reactions as a result of treatment withdbespondingnedicinal

product

(7) 6generic device groupbdé means a set of devic
commonality oftechnology allowing them to be classified in a generic manner not reflecting

specific characteristics;

(8) ‘'singleuse device' means a device that is intended teséeé during a single procedure;

B8a) 6fal sified deviced mesentaionafityidedtig/vandoreofitwi t h a
source and/or its CE marking certificates or documents relating to CE marking procedures.
This definition does not include unintentional neoompliance and is without prejudice to

infringements of intellectual prperty rights.

(8aa)'kit' means a set of components that are packaged together and intended to be used to

perform a specific in vitro diagnostic examination, or a part thereof;

(9) ‘intended purpose’ means the use for which the device is intaodedling to the data
supplied by the manufacturer on the label, in the instructions for use or in promotional or sales

materials or statemendsd as specified by the manufacturer in the performance evaluation

(10) 61 abel 6 means t graphiownforntatior appearipgreithartoretite,devioeritself,

or on the packaging of each unit or on the packaging of multiple devices;
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(1)) 6i nstruct i on sinformation preveléd bynilee anansifactutereo inform the user

of t he dedpugesasd propertugerand®f any precautitmbe taken;

(12) 6Uni que Device Il dentificationd (6UDI &) mean
that is created through internationally accepted device identification and coding standards and

that allows unambiguous identification of specific devices on the market;

Definitions related to the making available of devices:
(13) 'makingavailable on the market' means any supply of a device, othea ithewice for
performancestudy, for distribution, consumption or use on the Union market in the course of

a commercial activity, whether in return for payment or free of charge;

(14) 'placing on the market' means the first making available of a device, other than a device for

performarce study on the Union market;

(15) 'putting into service' means the stage at which a device, other than a device for performance
study, has been made available to the final user as being ready for use on the Union market

for the first time for itsntended purpose;

(15aa) 6ri skd6 means the combination of the probat

of that harm;

(15b) 6 benreifsikt det er mi nati ond means the integrat
of possible relevance for the af the device for the intended purpose, when used in

accordance with the intended purpose;

(15¢) &ompatibilitydis the ability of a device, including software, when used together with one
or more other devices in accordance with its intended purpase, t
- perform without losing or compromising the ability to perform as intended, and/or
- integrate and/or operate without the need for modification or adaption of any part of
the combined devices, and/or

- be used together without conflict/interference adverse reaction.
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(A5d) ¢ nt er o pisthadbility of twoyodmore devices, including software, from the same
manufacturer or from different manufacturers, to
- exchange information and use the information that has been exchanged for correct
executon of specified function without changing the content of the data, and/or
- communicate with each other, and/or

- work together as intended.

Definitions related to economic operators, users and specific processes:
(16) 6manuf act urnatard olegal pensen whdhaaufactures or fully refurbishes
device or has a device designe@nufactured or fully refurbishednd markets that device

under his name or trademark.

(16a) o6f ul | y r efdrthe purposas of thg definition of manufactunereansthe
complete rebuilding of a device alregulsced on the market or put into service, or the
making of a new device from used devices, to bring it in conformity with this Regulation,

combined with the assignment of a new lifetime to the refurbidbeite;

(17 6aut hori sed representatived means any natur
who has received and accepted a written mandate from a manufdotated outside the
EuropeanUnion, to act on his behalf in relation to speciftadks with regard to the latter's

obligations under this Regulation;

(18) 4 mp o meassraiy natural or legal person established within the Union who places a

device from a third country on the Union market;

(19) 6di stri but or 6 Ilegal@arsen irathepupplyatain, rothdr tham the

manufacturer or the importer, who makes a device available on the markettil the point

of putting into service

(200 6economic operatorsod means the manaorteraredt ur er
the distributor;
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(21) 6heal th institutiond me punpsse iathe care @ aeatmentof i o n

patients or the promotion of public health;

(22) & s emeails any healthcare professional or lay person who uses a device;

(23) 6 | meg r sneamdan individual who does not have formal educatiarrelevant field of

healthcare or medical discipline;

Definitions related to conformity assessment:
(24) &onformityas sessment & means the procesnsofdhesmonstrr

Regulation relating to a device have been fulfilled;

(25) 6conformity assessment b o dpaftycombornitysassessntert dy t

activities including calibration, testing, certification and inspection;

(26) 6 not i f imeahs abcontbiynily assessment body designated in accordance with this

Regulation;

(27 6CE mar king of conformitydé or OCE mar kingo
indicates that the device is in conformity with the applicable requirements settligt

Regulation and other applicable Union harmonisation legislation providing for its affixing;

Definitions related to clinical evidence:

(28) ‘clinical evidence' means tloénical data and performance evaluation results, pertaining to
a deviceof sufficient amount and quality to allow a qualified assessment of whether the
device achieves the intended clinical benefit(s) and safety, when aseiditended by the

manufacturer;

(28a) 6 cl i ni cal tve nefoi tdi aafg nars tii msitivd impact ofa @evictee ans t

related to its function (e.g. screening, monitoring, diagnosis or aid to diagnosis of

patients) or a positive impact on patient management or public health;
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(29) 'scientific validity of an analyte' means the association of alytarta a clinical condition or

a physiological state;

(30) 'performance of a device' means the ability of a device to achieve its intended purpose as
claimed by the manufacturer. It consists of the analytical and, where appltbabdénical

performarce supporting the intended purpose of the device;

(31) 'analytical performance' means the ability of a device to correctly detect or measure a

particular analyte;

(32) ‘clinical performance' means the ability of a device to yield results that are =uneith a
particular clinical condition or a physiologicai pathological process astate in accordance

with the target population and intended user;

(33) performance studyd means a sanaicaloundert ak

clinical performance of a device;

(34) 'performance studglan' meansa documentthat describeshe rationale, objectives, design
methodology, monitoringstatistical considerationsorganisation and conduct of the

performance study;

(35) 'performance evahtion' means the assessment and analysis of data to establish or verify the

scientific validity the analytical and, where applicable, the clinical performance of a device;

(36) 'device for performancgtudy means a device intended by the manufacturer tséé in a

performance study.

A device intended to be used for research purposes, without any medical obigaotive,

regarded aa device for performancstudy;

(37) 'interventional clinical performae study' means a clinical performance study where the test

results may influence patient management decisions and/or may be used to guide treatment;
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(37a)6 subjectd means an individual whobeospepiraen(s)i ci p a
undergo invitro-examination by a device for performangtudyand/or by a device used for

control purposes;

(37N 6i nvestigatoré means an individual responsi

performance study site;

(38) 'diagnostic specificity' means the ability of a device to recognize the absence of a target

marker associated with a particular disease or condition;

(39) 'diagnostic sensitivity' means the ability of a device to identify the presence of a target marker

associated with a particular disease or condition;

(40) 'predictive value' means the probability that a person with a positive device test result has a
given condition under investigation, or that a person with a negative device test result does

not have aiven condition;

(41) 'positive predictive value' means the ability of a device to separate true positive results from

false positive results for a given attribute in a given population;

(42) 'negative predictive value' means the ability of a deviceparate true negative results from

false negative results for a given attribute in a given population;

(43) 'likelihood ratio' means the likelihood that a given result would be expected in an individual
with the target clinical condition or physiologicahte compared to the likelihood that the
same result would be expected in an individual without that clinical condition or

physiological state;

(43a) 'calibrator' means a measurement reference used in the calibration of a device;

(44) 'controlmaterial meansa substance, material or article intendeditsymanufacturerto be

usedto verify the performance characteristics of a device ;
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(45) 'sponsor' means any individual, company, institution or organisation which takes

(45a)

(45b)

(46)

responsibility for the initlaon for the managemerdnd for setting up the financingf the

performance study;

'informed consent’ means a subjectfieee andvoluntary expression ohis or her
willingness to participate in a particular performance studjter having been informed of
all aspects of the performance study that are relevant to the subject's decision to
participateor, in case of minors and of incapacitated subjects, an authorisation or
agreement from their legally designated representativentdude them in the

performance study;

OEt hics committeed means an independent
accordance with the law of that Member State and empowered to give opinions for the
purposes of this Regulation, taking intaccount the views of laypersons, in particular

patients or patients' organisations;

‘adverse event' means any untoward medical occurreapgropriate patient

management decisionynintended disease or injury or any untoward clinical signs,

including an abnormal laboratory finding, in subjects, users or other persons in the context

of a performance study, whether or not related to the device for perforstadge
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47 6serious adverse eventd® meangdollowingy adver se
T a patient management decision resulting in an imminent {tfereatening situation
to the individual being tested, or in th
T death,
| serious deterioration in the health of tmalividual being testedr the recipient of
tested donations or materialghat resulted in any of the following:
(i) life-threatening illness or injury,
(i) permanent impairment of a body structure or a body function,

(i) hospitalisation orprolongationof patienthospitalisatn,

(iv) medical or surgical intervention to prevent-ifeeatening illness or injury or
permanent impairment to a body structure or a body function,
(v) chronic disease,

| foetal distress, foetal death or a congenfihysical or mental impairmenor kirth

defect.

48 6device deficiencyd means any inadequacy i
safety or performance of a device for performastgdy, including malfunction, use errors

or inadequacy in the information supplied by thanufacturer;

Definitions related tpostmarket surveillanceyigilance and market surveillance:

(48a) 6post mar ket surveillanced means all activ
cooperation with other economic operators to institute and keepaigate a systematic
procedure to proactively collect and review experience gained from their devices placed on
the market, made availabler put into service for the purpose of identifying any need to

immediately apply any necessary corrective or prewanactions;

(48b) 6 mar ket surveillancebé means the activities
authorities tacheck andensure thatdevicescomply with the requirements set out in the
relevant Union harmonisation legislation and do not endaremth, safety or any other
aspect of public interest protection;
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499 6recall 8 means any measure aimed at achiev

made available to the end user;

(50) 6wi t hdrawal 6 means any rmieedrsthe supplyahaimgoth at pr e

further being made available on the market;

(51) ‘'incident' means any malfunction or deterioration in the characteristics or performance of a
device made available on the marketiuding useerror due to ergonomic featuregny
inadequacy in the information supplied by the manufacturer andhemgn as a
consequence of the medical decision, action taken or not taken on the basis of
information or result(s) provided by the device

(52) 6seri ous i nci de nhatdirecteonindgectly led; mighhhave tee an might
lead to any of the following:
T death of a patient, user or other person,
| temporary or permanent serious deterioration of the patient's, user's or other person's
state of health,

T serious public hath threat;

(52a)'serious public health threat' means any event , which could result in imminent risk of
death, serious deterioration in state of health, or serious illness that may require prompt
remedial action, and that may cause significamorbidity or mortality in humans or that is

unusual or unexpected for the given place and time;

B3) 6corrective actiond means action taken to e

conformity or other undesirable situation;

54) 6fi el drsatetyecacti ond means corrective act
technical or medical reasons to prevent or reduce the risk of a serious incident in relation to a

device made available on the market;

G55 6fi el d safety not i osedtbyte asmansfacturerdo users orroustomecsa t i

in relation to a field safety corrective action;
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Definitions related to standards and other technical specifications:

(57 6har moni sed standard6é means a European stan

(EU) No 1025/2012

(58) ' common s {GSkmedns acdadumeatmothed than a standard that prescribes

la.

technicaland/or clinical requirements that providenaeans to comply with the legal
obligations applicable to a device, process or system.

Article 3

Regulatory status of products
. At a duly substantiated request of a Member Stalhe Commissionshall, after
consultingthe MDCG by means of implementing acts, determine whether or not a specific
product, or category or group of products, falls within the definitions of aitro diagnostic
medical devices or of an accessory toravitro diagnostic medical device. Those
implementng acts shall be adopted in accordance with the examination procedure referred to
in Article 84(3).

The Commission may also, on its own initiative, after consulting the MDCG, decide, by

means of implementing acts, on the issues referred tpanagraph 1.

The Commission shall ensure the sharing of expertise between MembeyiStitedields of
in vitro diagnostic medical devices, medical devices, medicinal products, human tissues and
cells, cosmetics, biocides, food and, if necessahgragiroducts in order to determine the

appropriate regulatory status of a product, or category or group of products.

When deliberating the requlatory status of products involving medicinal products, human

tissues and cells, biocides or food produdtee Commission shall ensure an appropriate
level of consultation of the EMA, the ECHA and the EESA, as relevant.
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Chapter Il

Making available and putting into servicef devices, obligations of

economic operators, reprocessing, CE marking, free movement

Article 4
Placing on the market and putting into service
A device may be placed on the mar&eput into service only if it complies with this
Regulation when duly supplied and properly installed, maintained and used in accordance

with its intended pyose.

A device shall meet the general safety and performance requirements which apply to it, taking
into account its intended purpose. General safety and performance requirements are set out in

Annex |.

Demonstration of conformity with the genesalfety and performance requirements shall

include aperformance evaluationn accordance with Article 47.

Devices that are manufactured and used within health instswiail be considered as

being put into service.

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

Annex I, the requirements of this Regulation shall not apply to devices manufactured and

used only within health institutisnprovidedthat the following conditions are met:

(aa) thedevice is not transferred to another legal entity,

(@) manufacture and usd the deviceoccur underappropriate quality management
systens,

(b) thelaboratory of thehealth institution is compliant with standard EN 1SO 15180
where applicable nadnal provisions, including national provisions regarding

accreditation
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(c) the health institution justifiesin its documentatiorthatt he t ar get pati en
specific needs cannot be met or cannot be met at the appropriate level of performance
by an equivalent device available on the market,

(d) the health institution provides informationupon requesbn the use of such devices to
their competent authority, which shall include a justification of their manufacturing,
modification and use;

(e) thehealthinstitution draws up a declaration, that it shall make publicly available,
including:

- thenameand address of the manufacturing health institution;

- thedetails necessary to identify the devices;

- adeclarationthat the devices meet the general safety and performance
requirements set out in Annex | of this Regulation and, where applicable,
information on which requirements are not fully met with reasoned justification,

() asregards devices classified as class D in accordance with the rules set out in Annex
VII, the health institution draws up documentation, allowing an understanding of the
manufacturing facility, the manufacturing process, the design and performance data
of the devices, including the intended purpose, sufficiently detailed to enable the
competent authority to ascertain that the general safety and performance
requirements set ouh Annex | of this Regulation are metMember States may apply
this provision also to devicadassified as class A, Bnd Cin accordance with the
rules set out in Annex VII;

(g) thehealthinstitution takes all necessary measures to ensure that alicksvare
manufactured in accordance with the documentation referred to in the previous
subparagraph, and

(h) the health institution reviews experience gained from clinical use of the devices and
takes all necessary corrective actions.

Member States may rege that the health institutions submit to the competent autramty

further relevant information aboutuch devicesvhich have beemanufactured and used on

their territory Member States shall retain the right to restrict the manufacture and use of
any specific type of such devicemd shall be permitted access to inspect the activities of
the health institutions

These provisions do not apply to devices which are manufiection an industrial scale.
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The Commissiomay adopt implementing acts to ensure the uniform application of Annex

|, to the extent necessary to resolve issues of divergent interpretation and practical

application Those implementing acts shall be adegtin accordance with the examination

procedure referred to in Article 84(3)

Article 4a

Genetic information, counselling and informed consent

Member States shall ensure that where a genetic test is used on individuals, in the context
of healthcareas defined in Article 3(a) of Directive 2011/24/E%jand for the medical

purpose of diagnostics, improvement of treatments, predictive or prenatal testing, the

individual being tested or, where applicable, his or her legally designated representative is

provided with relevant information on the nature, the significance and the implications of

the genetic test, as appropriate.

In the context of the obligations referred to in paragraph 1, Member States shall in

particular ensure that there is appropriateccess to counselling in the case of the use of

genetic tests that provide information on the genetic predisposition for medical conditions

and/or diseases which are generally considered to be untreatable according to the state of

science and technology.

Paragraph 2 is not applicable in cases where a diagnosis of a medical condition and/or a

disease which the individual being tested is already knowhawe is confirmed by a genetic

test or in cases where a companion diagnostic is used.

Nothing in this article shall prevent Member States from adopting or maintaining measures

at national level which are more protective of the patient, more specific or which deal with

informed consent.

23

OJ L 88,4.4.2011, p. 45.
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Article 5
Distance sales
A device offered by means of information society services as defined in Article 1(2) of
Directive 98/34/EC to a natural or legal person established in the Union shall comply with this

Regulation.

Without prejudice to national legislation regarding #xercise of the medical profession, a
device that is not placed on the market but used in the context of a commercial activity,
whether in return for payment or free of chargéor the provision of a diagnostic or
therapeutic service offered by meansndbrmation society services as defined in Article 1(2)
of Directive 98/34/EC or by other means of communicatibrectly or through
intermediariesto a natural or legal person established in the Union shall comply with this

Regulation.

Upon requesby a competent authority, the natural or legal person offering a device in
accordance with paragraph 1 or providing a service in accordance with paragraph 2 shall

make available a copy of the EU declaration of conformity of the device concerned.

A Memler State may, on grounds of protection of public health, require a provider of
information society services as defined in Article 1(2) of Directive 98/34/EC to cease its

activity.
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Article 5a Claims

In the labelling, instructions for use, makingvailable, putting into service and advertising of

devices, it is prohibited to use text, names, trademarks, pictures and fiqurative or other signs that

may mislead the user or the patient with rega

performane by:

(a) ascribing functions and properties to the product which the product does not have;

creating a false impression regarding treatment or diagno8isctions or properties which

the product does not haye

intended purpose;

(b)
(c) failing to inform of a likely risk associated with the use of the product in line with its
(d)

suggesting uses of the product other than those declared in the intended purpose when the

conformity assessment was carried out.

Article 6
Use ofHarmonised standards
1. Deviceswhich are in conformity with the relevant harmonised standards, or parts thereof, the
references of which have been published in the Official Journal of the European Union shall
be presumed to be in conformity with the requirements of this Regulatioreddwg those

standards or parts thereof.

The first subparagraph shall also apply to system or process requirements to be fulfilled by
economic operators or sponsors in accordance with this Regulation, including those related to
the quality management sgst, risk management, the posarket surveillancesystem

performance studies, clinical evidence or postketperformancefollow-up.

References in the present requlation to harmonised standards shall be understood as

meaning harmonised standards thieferences of which have been published in the Official

Journal of the European Union.
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Reference to harmonised standards also includes the monographs of the European
Pharmacopoeia adopted in accordance with the Convention on the Elaboration of arfcurope
Pharmacopoeigrovided references have been published in the Official Journal of the

European Union.

Article 7
Common specifications
Where no harmonised standards exist or where relevant harmonised standards are not

sufficient,or where there is2 need to address public health concertl®e Commissionafter

having consulted the MDCGmayadopt commonspecifications CS) in respect of the

general safety and performance requirements set out in Annex I, the technical documentation
set out in Annex Il , theperformance evaluatiorand posimarketperformancefollow-up set

out in Annex Xllor the requirements regarding clical performance studies set out in

Annex Xlll. The CSshall be adopted by means of implementing acts in accordance with the

examination procedure referred to in Article 84(3).

Devices which are in conformity with thESreferred to in paragraph 1 shiae presumed to
be in conformity with the requirements of this Regulation covered by tb&ar parts

thereof.

Manufacturers shall comply with th€Sunless they can duly justify that they have adopted
solutions ensuring a level of safety and perfance that is at least equivalent thereto.

Article 8
General obligations of the manufacturer
When placing their devices on the market or putting them into service, manufacturers shall
ensure that they have been designed and manufactuaeddrdance with the requirements of

this Regulation.

Manufacturers shall establish, execute, maintain and document a system for risk

management as described in Section 1la in Annex I.
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1c.

3a.

Manufacturers shall conduct a performance evaluation in accord& with the
requirements set out in Article 47 and Annex XII, including pestarket performance

follow-up.

Manufacturers shall draw wnd keep up to datthe technical documentation which shall
allow assessment of the conformity of the device wighréguirements of this Regulation.
The technical documentation shall include the elements set out in Annex II.

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

Where compliance with the applicable requirements has been demonstrated following the
applicable conformity assessment procedure, manufacturers of devices, otltavicas for
performancestudy,shall draw up an EU declaration of conformity in accordance with Article

15, and affix the CE marking of conformity in accordance with Article 16.

Manufacturers shall comply with the obligations related to the UDI system referred to in
Article 22 and with the registration obligations referred to in Articl22b and 23a.

Manufacturers shall keep the technical documentation, the EU declaratiomfarfaity and,

if applicable, a copy of the relevant certificate including amgndments andupplemerg

issued in accordance with Article 43, available to the competent authorities for a period of at
leasttenyears after the last device covered bydkelaration of conformity has been placed

on the market.

Upon request by a competent authoritye manufacturer shall provide the full technical

documentation ora summarythereof as indicated in theequest

A manufacturer with registered place dafusiness outside the Union shall, in order to allow
the authorised representative to fulfil the tasks mentioned in Article 9, paragraph 3 ensure

that the authorised representative has the necessary documentation permanently available.
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Manufacturers shieensure that procedures are in place to keep series production in
conformity with the requirements of this Regulation. Changes in product design or
characteristics and changes in the harmonised standaf@iS loy reference to which
conformity of a prodat is declared shall be adequately taken into acdaumtimely

manner. Proportionate to the risk class and the type of device, manufaatficergices, other
than devices for performancgudy, shall establish, document, implemenhaintain, keep
up to dateand continually improvea quality management systeéhat shallensure

compliance with this regulation inhe most effective manner.

The quality management system consists of
organisation dealing withthe quality of processes, procedures and devices. It is managing
the structure, responsibilities, procedures, processes and management resources to
implement the needed principles and actions to achieve compliance with the provisions of

this regulation.

The quality management systeshall address at leaite following aspects:

(aa) a strategy for regulatory compliance, including compliance with conformity
assessment procedures and management of modifications to the devices covered by
the system;

(ab) identification of applicable general safety and performance requirements and
exploration of options to address these;

(&) the responsibility of the management;

(b) resource management, including selection and control of suppliessindntractors

(ba) risk management according t&ection leof Annex |I;

(bc) performance evaluation, according to Article 47 and Annex XIllI, including pest
market performance followup;

(c) product realisationncluding planning, design, development, production and service
provisior

(ca) control of the UDFCode assignments to all relevant devices and ensuring consistency
and validity of information provided according to Article 22a and 22b;

(cb) settingup, implemenation and mainterance ofa systematic pognarket surveilance

system, according to Article 58a;
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(cc) handling communication with competent authorities, notified bodies, other economic
operators, customers and/or other stakeholders;

(cd) processes for reporting of serious incidents and field safety correetot®ns in the
context of vigilance;

(ce) management of corrective and preventive actions and verification of their
effectiveness;

(d) processes for monitorirnd measurement of output, data analysis and product

improvement.

Proportionate to the risilass and the type of device, manufactuoéidevices shall
implementand keep up to datee postmarket surveillancesystem referred to in Article
58a

Manufacturers shall ensure that the device is accompanied by the information to be supplied
in accordance with Section 17 of Annex | in an official Union langigggetermined bythe
Member State where the device is made available to theTlmeparticulars on the label

shall beindelible, easily legibleand clearly comprehensiblgo theintended user or patient

For devices for selfesting or neapatienttesting, the information supplied in accordance

with Section 17 of Annex | shall leasily understandable anprovided in theofficial Union

language(siletermined bythe Member Staterhere the devicas made available to thaser

or patient

Manufacturers who consider or have reason to believe that a device which they have placed
on the markeor put into servicas not in conformity with this Regulation shall immediately

take the necessary corrective action to bring that product into conformity, withdraw it or recall
it, as appropriate. They shall inforime distributors and, where applicable, the authorised

representativeand the importeraccordingly.

Where the device presents a serious risk, manufacturers shall immediately inform the
competent authorities of the Member States in which they made the device available and,
where applicable, the notified body theisued a certificate for the device in accordance

with Article 43, in particular, of the norcompliance and of any corrective action taken.
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8a. Manufacturers shall have a system foecording andreporting of incidents and field safety

corrective actionss described in Article 58nd 59a

9. Manufacturers shalypon request from a competent authority, provide it with all the
information and documentation necessary to demonstrate the conformity of the device, in an
official Union languagedetermined ly the Member Stateoncerned The competent
authority where the manufacturer has his registered place of business may require that the
manufacturer provide samples of the device free of changewhere impracticable, grant
access to the deviceManufacturersshall cooperate witta competentwuthority, at its
request, on any corrective action takeeliminateor, if that is not possiblemitigatethe
risks posed by devices which they have placed on the market or put into service.

If the manufacturer fails to cooperate or the information and documentation provided is

incomplete or incorrect, the competent authority may order to ensure the protection of

public health and patient safetyake all appropriate measures to prohibit or reistrthe

devicebdbs being made available on their nati

market or to recall it until he cooperates or provides complete and correct information.

If a competent authority considers or has reason to believe thatvacgchas caused

damage, it shall, upon request, facilitate the provision, of the information and

documentation referred to in the first suparagraph to the potentially injured patient or

user and, as appropriate, the patient's or user's successor in tile patient's or user's

health insurance company or other third parties affected by the damage caused to the

patient or user, without prejudice to the data protection rules and, unless there is an

overriding public interest in disclosure, without prejuck to the protection of intellectual

property rights. The competent authority need not comply with this obligation where

disclosure of the information referred to in the first suaragraph is ordinarily dealt with

in the context of legal proceedings.

10. Wheremanufacturers have their devices designed and manufactured by another legal or
natural person the information on the identity of that person shall be part of the information to

be submitted in accordance with Article 23.
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11.

Natural or legalpersons may claim compensation for damage caused by a defective device

in accordance with applicable Union and national law.

Proportionate to the risk class, type of device and the size of the enterprise, manufacturers

shall have measures in place to pide sufficient financial coverage in respect of their

potential liability under Directive 85/374/EEC, without prejudice to more protective

measures under national law.

Article 9
Authorised representative
Where themanufacturer of a devide not estblished in any Member Statethe device may
only beplaced on the Union market the manufacturerdesignatea single authorised

representative

The designation shatonstitute the authorised representative’'s mandate, it shallalid
only whenaccepted in writing by the authorised representative and shall be effective at least

for all devices of the same generic device group.

The authorised representative shall perform the tasks specified in the mandate agreed
between the manufacturer and the authorised representdtevauthorised representative

shall provide a copy of the mandate to the competent authority, upon request.

The mandate shall allow and require the authorised representative to perform at least the

following tasks in relation to the devices that it covers:

(aa) verify that the EU declaration of conformity and technical documentation have been
drawn up and, wher@applicable, that an appropriate conformity assessment
procedure has been carried out by the manufacturer;

(&) keepavailablea copyof thetechnicaldocumentation, the EU declaration of conformity
and, if applicable, a copy of tmelevantcertificate, intuding anyamendments and
supplement, issued in accordance with Article 43 at the disposal of competent

authorities for the period referred to in Article 8(4);
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4a.

(ab) comply with the registration obligations laid down in Article 23ad verify that the

manufacturer has complied with the reqistration obligations laid down in Article 22b

(b) inresponse to aequest from a competent authority, provide that competent authority
with all the information and documentation necessary to demonstrate the donédrm
a devicean an official Union language determined by the Member State concetned

(ba) forward to the manufacturer any request by a competent authonityere he has his
registered place of busine$sr samples, or access to a device and verify that t
competent authorityeceives the samples or gets access to the device;

(c) cooperate with the competent authorities on@eyentive orcorrective action taken to
eliminateor, if that is not possiblemitigatethe risks posed by devices;

(d) immediatéy inform the manufacturer about complaints and reports from healthcare
professionalspatients and users about suspected incidents related to a device for which
they have been designated;

(e) terminate the mandate if the manufacturer acts contrary tbhgations under this
Regulation.

The mandate referred to in paragraph 3 shall not include the delegation of the manufacturer's
obligations laid down in Article 8(1)la), (1b),(2), (3), (3a),(5), (6), (7) and (8).

Without prejudice to paragraph 4, where the manufacturer is not established in any
Member State, and has not complied with the obligations laid down in Article 8, the

authorised representative shall be legally liable for defective devimeshe same basias,

jointly and severally, with the manufacturer

An authorised representative who terminates the mandate on the grounds referred to in point
(e) of paragraph 3 shall immediately inform the competent authority of the Member State in
which he isestablished and, where applicable, the notified body that was involved in the
conformity assessment for the device of the termination of the mandate and the reasons

therefore.
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Any reference in this Regulation to the competent authority of the Meméter\@ere the
manufacturer has his registered place of business shall be understood as a reference to the
competent authority of the Member State where the authorised representative, designated by a

manufacturer referred to in paragraph 1, has his regisi@ace of business

Article 10

Change of authorised representative

The modalities of a change of authorised representative shall be clearly defined in an agreement

between the manufacturevhere practicableéhe outgoing authorised representative dved t

incoming authorised representatiféis agreement shall address at least the following aspects:

(@)

(b)

(©)
(d)

the date of termination of the mandate with the outgoing authorised representative and date of
beginning of the mandate with the incoming authorisetesgmtative;

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

the transfer of documents, including confidentiality aspects and projugty,

the obligation of the outgoing authorised representative after the end of the mandate to
forward to the manufacturer or incoming authorised representative any complaints or reports
from healthcare professionagjsatients or users about susgekincidents related to a device

for which he had been designated as authorised representative.

Article 11
General obligations of importers
Importers shall place on the Union market only devices that are in conformity with this
Regulation.

In order to placea device on the market importers shadlrify the following:
(@) that thedevice has been CE marked and that the declaratiorcohformity of the
device has been drawn up

(b) thata manufacturer is identified and, thaan authorised repsentative in accordance

with Article 9 has been designated by the manufacturer;
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(e) thatthe device is labelled in accordance with this Regulation and accompanied by the
required instructions for use ;
(H that, where applicable, a Unique Device Idea#ifion has been assigned by the

manufacturer in accordance with Article 22;

Where an importer considers or has reason to believe that a device is not in conformity with
the requirements of this Regulation, he shall not place the device on the markehastil

been brought into conformignd shall inform the manufacturer and his authorised
representativeWhere the importer considers or has reason to believe that the device
presents a serioussk or is falsified, he shall also infornthe competerdiuthority of the

Member State in which he is established.

Importers shall indicate their name, registered trade name or registered trade mark and the
address of their registered place of business at which they can be contacted and their location
can beestablished on the device or on its packaging or in a document accompanying the
device. They shall ensure that any additional label does not obscure any information on the

label provided by the manufacturer.

Importers shallverify that the device isegistered in the electronic system in accordance with

Article 22b, Importersshall add their details tathe registrationaccording to Article 23a.

Importers shall ensure that, while a device is under their responsidititpge or transport
condtions do not jeopardise its compliance with the general safety and performance
requirements set out in Annexamd shall comply with the conditions set by the

manufacturer, where available

Importers shallkeep a registesf complaints, of noftonforming products and of product
recalls and withdrawals, amuovidethe manufacturer, authorised representative and
distributors with any information requested by thernm order to allow them to investigate

complaints
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10.

Importers who consider or have sea to believe that a device which they have placethe
market is not in conformity with this Regulation shall immediately inform the manufacturer
and his authorised representativeporters shall ceoperate with the manufacturer, his
authorisedrepresentative and the competent authorities to ensure thatnecessary
corrective action to bring that device into conformity, withdraw or recalltaken Where

the device presentsseriousrisk, they shall also immediately inform the competent
authorities of the Member States in which they made the device avaaliath)ef applicable,

the notified body that issued a certificate in accordance with Article 43 for the device in

questiongiving details, in particular, of the nalompliance and of angorrective action

taken.

Importers who have received complaints or reports from healthcare professionals, patients or
users about suspected incidents related to a device which they have placed on the market shall

immediately forward this information the manufacturer and his authorised representative.

Importers shall, for the period referred to in Article 8(4), keep a copy of the EU declaration of
conformity and, if applicable, a copy of the relevant certificate includingaargndments

and suppkmens, issued in accordance with Article.43

Importers shall cooperate with competeatithorities, attheir request, on any action taken
to eliminateor, if that is not possiblemitigatethe risks posed by devices which they have
placed on thenarket.Importers, upon request of a competent authority where the importer
has his registered place of business, shall provide samples of the device free of charge or,

where impracticable, grant access to the device.
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Article 12
General obligations of digbutors
1. In the context of their activities, whemaking a device available on the market, distributors

shall act with due care in relation to the requirements applicable

2. Before making a device available on the market distributors shall Weafyhe following

requirements are met:

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

(b) the product is accompanied by the information to be supplied by the manufacturer in
accordance with Aitle 8(7);

(c) for imported deviceghe importerhascomplied with the requirements set out in
Article 11(3) ;

(d) that, whereapplicable, a Unique Device Identification has been assigned by the

manufacturer.

In order to meet the requirements referred to in subparagraphs (@&),and (d)the
distributor may apply a sampling method representative of products supplied by that

distributor.

Where a distributor considers or has reason to believe that a dewaterisconformity with

the requirements of this Regulatidmg shall not make the device available on the market until
it has been brought into conformignd inform the manufacturer and, where applicable, his
authorised representative, and the import®here the distributor considers or has reason to
believe that the device presents a serious risk or is falsified, he shall also intoem

competent authority of the Member State in which he is established.

3. Distributors shall ensure that, whitbe device is under their responsibiljtstorage or

transport conditioncomply with the conditions set by the manufacturer
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Distributors who consider or have reason to believe that a device which they have made
available on the market is not in conforynitith this Regulation shall immediately inform the
manufacturer and, where applicable, his authorised representative and the importer
Distributors shall ceoperate with the manufacturer and, where applicable his authorised
representative and the impomeand with competent authorities to ensutbat the

necessary corrective action to bring that device into conformity, withdraw or recall it, if
appropriate, is takeWVherethe distributor considers or has reason to believe ttieg device
presents geliousrisk, heshall also immediately inform the competent authorities of the
Member States in whiclne made the device available, giving details, in particular, of the

noncompliance and of any corrective action taken.

Distributors who have receivedmplaints or reports from healthcare professionals, patients
or users about suspected incidents related to a device they have made available, shall
immediately forwardhis information to the manufacturer and, where applicable, his
authorised representatiand the importer They shall keep a register of complaints, of ron
conforming products and of product recalls and withdrawals, and keep the manufacturer
and, where available, the authorised representative and the importer informed of such

monitoring andprovide them with any information upon their request

Distributors shall, in response to a request from a competent authority, provide it with all the
information and documentatidhat is at its disposal and isecessaryat demonstrate the
conformityof a device. This obligation shall be considered fulfilled when the authorised
representative for the device in question, where applicable, provides the recfonedtion.
Distributors shall cooperate with competent authorities, at their requesty actéon taken

to eliminate the risks posed by devices which they have made available on the market.
Distributors, upon request of a competent authority, shall provide free samples of the device
or, where impracticable, grant access to the device.
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la.

Article 13
Person responsible for regulatory compliance
Manufacturers shall have available within their organisatbteast one persaorsponsible

for regulatory compliancavho possessethe requisite expertisan the field ofin vitro

diagnostic nredical devices. Theeguisite expertisshall be demonstrated by either of the

following qualifications:

(@) adiploma, certificate or other evidence of formal qualification awarded on completion
of a university degree or dd course of study recognisexsequivalentby the Member
State concerned, itaw, medicine, pharmacy, engineering or another relesepntific
discipling and at leasbne yearof professional experience in regulatory affairs or in
guality management systemedating toin vitro diagnostic medicalevices;

(b) four years ofprofessionakxperience in regulatory affairs or in quality management

systems relating tm vitro diagnostic medicalevices

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

disposal.

The persomesponsible for regulatory compliancghall at leasbe responsible for ensuring

the following matters:

(&) that the conformity of the devices is appropriatehyecked in accordance with the
guality management system under which these devices are manufachefxue a
product is released,;

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

(ca) that the postmarket surveillance obligations in accordance with Article 8(6) are
compliedwith;

(c) that the reporting obligations in accordance with Articleso5®4 are fulfilled;
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(d) in the case of devices for performansiidiesintended to be used in the context of

interventional clinical performance studies or other performance studies involving risks

for the subjects, that the statement referred t@intpt.1 of Annex Xlll is issued;

If a numberof persons are jointly responsible for requlatory compliance in accordance

with paragraphs 1 and 2, their respective areas of responsibility shall be stipulated in

writing.

The persomesponsible for regudtory complianceshall suffer no disadvantage within the
manufacturer's organisation in relation to the proper fulfilment of his du¢igardless of

whether or not he is an employee of the organisation

Authorised representatives shall hagermanerly and continuously atheir disposalat
least one persamsponsible for regulatory complianosho possessethe requisite

expertiseregarding the regulatory requirementsifowitro diagnostiomedicaldevices in the

Union. Therequisite expertisshall be demonstrated by either of the following

gualifications:

(@) adiploma, certificate or other evidence of formal qualification awarded on completion

of a university degree or cd course of study recognised aquivalenty the Member
State concamed,in law, medicine, pharmacy, engineering or another reles@pntific
discipling and at leasbne yearof professional experience in regulatory affairs or in

guality management systemeating toin vitro diagnostic medicalevices

(b) four years of professional experience in regulatory affairs or in quality management

systemgelating toin vitro diagnostic medicalevices;
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Article 14

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

A distributor, importer or other natural or legal person shall assume the obligations incumbent

on manufacturers he does any of the following:

(@)

(b)

(©)

makes available on the market a device under his name, registered trade name or
registered trade markxcept in cases where a distributor or importer enters into an
agreement with a manufacturer whereby the manufacturer is identified as such on
the label and is responsible for meeting the requirements placed on manufacturers in
this Regulation

changeshe intended purpose of a device already placed on the market or put into
service;

modifies a device already placed on the market or put into service in such a way that

compliance with the applicable requirements may be affected.

The first subparagpd 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.

For the purposes of point (c) of pgraph 1, the following shall not be considered to be a

modification of a device that could affect its compliance with the applicable requirements:

(@)

(b)

provision, including translatiqmof the information supplied by the manufacturer in
accordance with S&on 17 of Annex | relating to a device already placed on the market
and of further information which is necessary in order to market the product in the
relevant Member State;

changes to the outer packaging of a device already placed on the mahkéinina

change of pack size, if the repackaging is necessary in order to market the product in the
relevant Member State and if it is carried out in such conditions that the original
condition of the device cannot be affected by it. In the case of delaxsed on the

market in sterile condition, it shall be presumed that the original condition of the device
is adversely affected if the package that shall ensure the sterile condition is opened,
damaged or otherwise negatively affected by the repackaging.
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A distributor or importer who carries out any of the activities mentioned in points (a) and (b)
of paragraph 2 shall indicate the activity carried out together with his name, registered trade
name or registered trade mark and the address at whicim lhe cantacted and his location
can be established on the device or, wherpracticable on its packaging or in a document

accompanying the device

He shall ensure that he has in place a quality management system that includes procedures
which ensure tat the translation of information is accurate andasgdate, and that the

activities mentioned in points (a) and (b) of paragraph 2 are performed by means and under
conditions that preserve the original condition of the device and that the packagiag of th
repackaged device is not defective, of poor quality or untidy. Part of the quality management
system shall be procedures ensuring that the distributor or importer is informed of any
corrective action taken by the manufacturer in relation to the devipeestion in order to

respond to safety issues or to bring it in conformity with this Regulation.

At least 28 calendar daywior to making the relabelled or repackaged device available, the

distributor or importer referred to in paragraph 3 shallrmfthe manufacturer and the
competent authority of the Member State where he plans to make the device available and,
upon request, shall provide them with a sample or a rapalf the relabelled or repackaged

device, including any translated label andnmstions for useWithin the same period of 28

calendar dayshe shall submit to the competent authority a certifidaseied by a notified
body referred to in Article 27, designated for the type of devices that are subject to activities
mentioned in poits (a) and (b) of paragraph 2, attesting that the quality management system

complies with the requirements laid down in paragraph 3.
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Article 15
EU declaration of conformity
The EU declaration of conformity shall state that fulfilment ofréguirements specified in
this Regulation has been demonstrated. It shall be continuously uptiaetinimum
content of the EU declaration of conformity is set out in Annex Ill. It shall be transtéted
an official Union language or languages reqditey the Member State(s) in which the device

is made available.

Where, concerning aspects not covered by this Regulation, devices are subject to other Union
legislation which also requires a declaration of conformity by the manufacturer that fulfilment
of the requirements of that legislation has been demonstrated, a single EU declaration of
conformity shall be drawn up in respect of all Union acts applicable to the device containing
all information required for identification of the Union legislatiorwtoich the declaration

relates.

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

applicable to the device.

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 IIl in the light of technical progress

Article 16
CE marking of confanity
Devices, other than devices for performarstedies considered to be in conformity with the
requirements of this Regulation shall bear the CE marking of conformity, as presented in
Annex IV.

The CE marking shall be subject to the generaljplas set out in Article 30 of Regulation
(EC) No 765/2008.
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The CE marking shall be affixed visibly, legibly and indelibly to the device or its sterile pack.
Where that is not possible or not warranted on account of the nature of the devicebé shall
affixed to the packaging. The CE marking shall also appear in the instructions for use and on

the sales packaging where those are provided.

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

Where applicable, the CE marking shall be followed by the identification number of the
notified body responsible for the conformity assessment procedures set out in Article 40. The
identification numler shall also be indicated in any promotional material which mentions that

a device fulfils the legal requirements for CE marking.

Where devices are subject to other Union legislation concerning other aspects which also
provide for the affixing of th€ E marking, the CE marking shall indicate that the devices also

fulfil the provisions of the other legislation.

Article 17
Devices for special purposes
Member States shall not create any obstacle to devices for perforrsiagieswhich are
supplied for that purpose to laboratories or other institutions, if they meet the conditions laid
down in Articles 48 to 58.

Those devices shall not bear the CE marking, with the exception of the devices referred to in
Article 52.

At trade fairs, exhibitions, demonstrations or similar events, Member States shall not create
any obstacle to the showing of devices which do not comply with this Regulation, provided
that a visible sign clearly indicates that such devices are intended fantptEseor
demonstration purposes only and cannot be made available until they have been made to

comply with this Regulation.
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Article 19
Parts and components
1. Any natural or legal person who makes available on the market an article intended
specificallyto replace an identical or similar integral part or component of a device that is
defective or worn in order to maintain orestablish the function of the deviagthout

changing its performance or safety characterisiidts intended purposeshallensure that

the article does not adversely affect the safety and performance of the dawagrting

evidenceshall be kept available to the competent authorities of the Member States.

2. An article that is intended specifically to replace a part or component of a device and that
significantlychanges the performance or safety characterstiti®e intended purposef the

device shall be considereda deviceand shall meet the requiremés laid down in this

Requlation

Article 20
Free movement
Except where otherwise provided in this regulatidiember States shall not refuse, prohibit or
restrict themaking available or putting into service within their territory of devices which gompl
with the requirements of this Regulation.

63
EN



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

Article 21
Identification within the supply chain
1. Distributors and importers shall coperate with the manufacturer or authorized

representative to achieve an appropriate levetrateability of devices.

2.  Economic operators shall bable to identify the follving to the competent authorifyfor
the period referred to in Article 8(4):
(&) any economic operator to whom they hdirectly supplied a device;
(b) any economic operator who hdisectly supplied them with a device;
(c) any health institution dnealthcare professiona whom they havdirectly supplied a

device.

Article 21a
Medical devices nomenclature
To facilitate the functioning of the European Databank on medical devices (Eudamed)
established pursuant to Article 27 of Regulation (EU) [Ref.future Regulation on medical

devices], the Commission shall ensure tlzat internationally recogniseanedical devices

nomenclature shall be available free of charge to manufacturers, natural or legal persons
required to use nomenclature for the purpose of this regulation. The Commission shall also
endeavour to ensure that that nomenclature is availabl®toer stakeholders free of charge,

where reasonably practicable.

64
EN



Article 22

Unique Device Identification system

,TheUni que Devi c eUD psgstetndedcribedantAnnexv PéardShall allow

the identification andacilitate thetraceabiliyy of devices other than devices for

performance studies and shall consist of the following:

(@)

(b)
(©)

(d)

production of a UDI that comprises the following:

(i) adevice identifief 6 Ddpéxijic to a manufacturer and a device , providing
access to the information laid down in Part B of Annex V;

(i) aproduction identifie( 6 Pthabdidentifieghe produced device's unit and if
applicable the packaged devices as specified in Annex \{ ar

applicationof the UDI on the label of the device on its package

storage of the UDI by the economic operatdhe health institutionand the

healthcare professionalsaccording to the conditions established in paragraphs 5,

5aa and5a respectively

establishment of an electronic system on (IDDI database) according térticle

24aof Regulation (EU) [Ref. of future Regulation on medical devices]

The Commission shall designate one or several entities that operate afsystesignment

of UDIs pursuant to this Regulation and that satisfy all of the following criteria:

(@)
(b)

(©)
(d)

the entity is an organisation with legal personality;

its system for the assignment of UDIs is adequate to identify a device through its
distributionand use in accordance with the requirements of this Regulation;

its system for the assignment of UDIs conformgh®relevant international standard

the entity gives access to its system for the assignment of UDIs to all interested users

accoding to a set of predetermined and transparent terms and conditions;
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4a.

(e) the entity undertakes the following:
(i) to operate its system for the assignment of UDIs at leasgears after its
designation;
(i) to make available to the Commission anthi Member States, upon request,
information concerning its system for the assignment of UDIs ;
(i) to remain in compliance with the criteria for designation and the terms of
designation .

When designating entities, the Commission shall endeavour to ensure that UDI carriers are
universally readable regardless of the system used bya#sggning entitywith a view to
minimising financial and administrative burdens for economic operators dnehlth

institutions.

Before placing a devig®ther than a custom made deviam the market, the manufacturer
shall assign to the devieadi if applicablei to all higher levels of packaging UDI
created in compliance with the rules ain entity @signated by the Commission in

accordance with paragraph 2.

The UDI carrier shall be placed on the label of the de\aoel on all higher levels of

packaging.Higher levels of packaging do not include shipping containers.

The UDI shall be usedor reporting serious incidents and field safety corrective actions in
accordance with Article 59.
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4b.

4c.

5aa.

TheBasicUDIdevi ce i dent iDfiiberas( @dBRBdsinedUDIn Annex

device shall appear on the EU declaration of conformity referredridrticle 15.

The manufacturer shall keep upto-date a list of all applied UDI as part of the technical

documentation referred to in Annex II.

Economic operatorshall store and keepreferablyby electronic means, théDI of the
devices whth they have supplied or they have been supplied with, if they belong to the
devices, categories or groups of devices determined by a measure referred to in point (a) of

paragraph 7.

Member States shall encourage, and may require, health institutittnstore and keep,

Sa.

preferably by electronic means, the UDI of the devices which they have been supplied with.

Member States shall encourage, and may require, health care professionals to store and
keep preferably by electronic means, the UDI of thevices which they have been supplied
with.

The Commissiomay by means ofimplementingactsspecify the modalities and the
procedural aspects with a view to ensuring harmonised application of the Unique Device
Identification System for any of the fldwing aspects
(@) the determination othe devices, categories or groups of devitewhich the
obligation laid down in paragraph 5 shall apgly
(b) the specification othe data to be included in thiDI production identifie{ 6 U D |
Pl 6) o fdevisep @ devide igroups
Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 84(3).
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7a. The Commission shall be empowered to adopt delegated acts in accordance with Article 85:
(@) amending or spplementing the list of information set out in Part B of Annex V in the
light of technical progresand
(b) amending or supplementing Annex V in the light of international developmantl

technical progressn the field of unique device identification

8. When adopting the measures referred to in paragraph 7, the Commission shall take into
account the following:

(@) confidentiality and data protection as referred to in Articles 80 and 81

(c) the riskbased approach;

(d) the costeffectiveness of the meares;

(e) the convergence of UDI systems developed at internationaj level
() the need to avoid duplications in the UDI system;

(g) the needs of the health care systems of the Member Stateswhere possible, the

compatibility with other medical deviceglentification systems that are used by

stakeholders

Article 22a
Electronic systemon UD{ 6 UDI dat abased)
1. The Commission, after consulting the MDCG shall set up and manage an @eitrsystem
on UDI (6UDI databased) in accordance with
Article 24a of Regulation (EU) [Ref. of future Regulation on medical devices].

2. Before a device, other than a device for performarstedy, is placed orthe market
the manufacturer must ensure that the information referred to in Part B of Annex V
of the device in question are correctly submitted and transferred to the UDI database.
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3a.

Article 22b
Process for registration of devices
Before placing a devicen the market, the manufacturer shall assign a Basic UDI
as defined in Annex V Part C to the device, in compliance with the rules of the

designated issuing entities.

Where a manufacturer of a device, other thadevice for performancestudy, applies
a conformity assessment procedure according to Article 40(3), 40(4) or 40(5), the
manufacturer shall submit to the UDI database the Basic UDI and the linked

information referred to in Part B of Annex V before placing the device on the market.

Where a manufacturef a device, other thara device for performancestudy, applies
a conformity assessment procedure according to Article 40(2) or 40(3), second
sentence, EU technical documentation assessmetd EU typeexamination) the
manufacturershall assign the Basic UDDI (Annex V Part C) to the device before

applying for a conformity assessment procedure by a notified body.

The Notified Body shall reference the Basic Ul on the certificate issued (Annex

XI, Chapter I, section 4, point a)and enter the information referred to in section 2.5 of
Part A of Annex V. After the issuing of the relevant certificate and before placing the
device on the market the manufacturer shall submit to the UDI database the linked

information referred to in Pat B of Annex V.

Before placing a device on the market, the manufacturer shall submit to the Eudamed
database the information referred to in section 2 of part A of annex V, with the

exception of its section 2.5, and keep the information updated.
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1b.

Article 23
Electronic system on registration of economic operators
The Commissionafter consulting the MDCGshall set up and manage electronic
system tacreate the single registration number referred to in Article 23a andcctilate and
process information that is necessary praportionate to identify the manufactueerd,
where applicable, the authorised representative and the importer. The details regarding the
information to be submittealy the economic operators arilldown in Part A of Annex V.

Member States may maintain or introduce national provisions on registration of

distributors of devices which have been made available in their territory.

Within two weels after placing a device, on the market, intpos shallverify that the
manufacturer or authorised representative has uploadedhe electronic system the

information referred to in paragraph.

Where applicableimporters shall inform the relevant authorised representatoe

manufacturer if the information is not included or is incorreciThe importer shall add their

details to the relevant entry/entries
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Article 23a
Process for registration of manufacturers, authorised representatives and importers, single
registration number
Manufacturers, authorised representatives and importers, who have not been registered
before according to this articlshall submit to theelectronic system the information
referred to in Annex V, Part A, Section 1, before placing a device, omtheket In
cases where the conformity assessment procedure requires the involvement of a notified

body the information referred to in Annex V, Part,Section Ishall be submitted to the

electronic system before applying to a notified body.

After havingverified the data entered pursuant to paragraph 1, the competent authority
shall procure from the electronic system referred to in Article 23 a single registration
number (O6SRNO&6) and i stleeawhorisad reprasentathmcthema nu f a

importer.

The manufacturer shall use the single registration number when applying to a notified
body for certification according to Article 41 and for entering the electronic system on
UDI (in order to fulfil their obligations according to Article 22a(2) ahArticle 22b(2), (3)
and (3a).

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.

Not later thanoneyear after submigsn of the information in accordance with paragraph

and then every second ydhereafter, the relevant economic operator shall confirm the
accuracy of thedat&®/i t hout prejudice to the economic
data, the competent atiority shall verify the confirmed data referred to in points 1 to 4a of
Part A of Annex V.In the event of failure to confirm within six months of the due date, any
Member State may talappropriate correctiveneasures within its territory until the

obligation referred to in this paragraph is complied with.

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

71
EN



7a. The competent authority may use the data to administer a fee to the manufacturer, the

la.

authorised representative @he importer pursuant to Article 82.

Article 24
Summary of safety and performance
In the case of devices classified as class C and D, other than devices for perfosindiese

the manufacturer shall draw up a summary of safety and performance.

It shall be written in a way that is clear to the intended aiséy if relevant, to the patiergnd
shall be made available to the public via Eudamed

The draft of this summary shall be part of the documentation to be submitted to the notified

body involvel in the conformity assessment in accordance with Article 40 and shall be
validated by that bodyAfter validation the notified body shall upload this summary report
to Eudamed. The manufacturer shall mention on the label or instructions for use where

the summary report is available.

The summary of safety and clinical performance shall include at least the following

aspects:

(@) the identification of the device and the manufacturer, including the basic UDlland
the single registration number;

(b) theintended purpose of the device, including indications, contndications and

target populations;

(c) adescription of the device, including a reference to previous generation(s) or variants

if such exist, and the description of the differences, as wslbadescription of the
accessories, other in vitro medical devices and other products that are not in vitro
medical devices, which are intended to be used in combination with the in vitro
medical device;

(d) reference to harmonised standards and commorciteical) specifications;

(e) the summary of performance evaluation report as referred to in annex XIlI, and
relevant information on the PMPF;

()  the metrological traceability of assigned values
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(g) suggested profile and training for users;
(h) information on any residual risks and any undesirable effects, warnings and

precautions.

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 ghieré@mance. Those

implementing acts shall be adopted in accordance with the advisory procedure referred to in

Article 84(2).

Article 25
European databan&n medical devices

The Commissionafter consulting the MDCGshall develop and manage the European databank

on medical devices (Eudamed) in accordance with the conditions and modalities established by

Articles 27 and®7aof Regulation (EU) [Ref. of future Regulation on medical devices].

Eudamed shall include thelfowing :

(aa) the electronic system on registration of devices referred to in Article 22b;

(@) the electronic system on UDI referred to in Arti2ka;

(b) the electronic system on registration of economic operators referred to in 28jcle

(ba) the eectronic systenon notified bodiesand on certificategeferred to in Article 43a

(d) the electronic system on performance studies set up in Asficle
(e) the electronic system on vigilanaad postmarket surveillanceeferred to in Article64a

()  the electronic system on market surveillance referred to in Artigle
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Chapter IV
Notified Bodies

Article 26

National authorities responsible for notified bodiesin vitro diagnostic medical devices
A Member State that intends to designate a conformity assessment body as a notified body, or
has designated a notified body, to carry cahformity assessmerdctivitiesunder this
Regulation shallnominatean authoritywhich may consist of separat@stituent entities
under national law,that shall be responsible for setting up and carrying out the necessary
procedures for the assessment, designation and notification of conformity assessment bodies
and for the monitoring of notified bodies, includisigocontractorsand subsidiaries of those
bodies, hereinafter r efrersrpeochstidbl|as ftore nbnat

The national authority responsible for notified bodies shall be established, organised and
operated so as to safegdidhe objectivity and impartiality of its activities and to avoid any

conflicts of interests with conformity assessment bodies.

The national authority responsible for notified bodieshall be organised so that each
decision relating taesignation omotification is taken by personnel different from those

who carried out the assessment .

The national authority responsible for notified bodieshall not perfornanyactivities that

notified bodies perform on a commercial or competitive basis.
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The national authority responsible for notified bodies shall safeguardoihigdential aspects

of the information it obtains. However, it shall exchange information on a notified body with
other Member Stategshe Commissiomnd, when required, with ¢ter regulatory

authorities

The national authority responsible for notified bodies shall have a sufficient number of
competent personnglermanently availabldor the proper performance of its tasks

Where the national authority responsible footified bodiesis a different authority than
thenational competent authority fdn vitro diagnostionedical devicest shall ensure that
the authority responsible foin vitro diagnosticmedical devices is consultedn relevant

aspects .

Member States shathake publicly available general informatioron their provisions onthe
assessment, designation and notification of conformity assessment bodies and for the
monitoring of notified bodies, ameh changesvhich have a significant impaobn these

tasks.

The national authority responsible for notified bodies spaliticipate inpeerreview

activities laid down in Article 36.

Article 27
Requirements relating to notified bodies
Notified bodies shall satisfy the organisational and general requirements and the quality
management, resource and process requirements that are nesesksayyare qualifiedo
fulfil their tasks for which they are designated in accordance with thisl&emn. The
requirementso be met by notified bodies are set out in Annex VI.

In order to meet these requirements, notified bodies shall have permanent availability of

sufficient administrative, technical and scientific personnalaccordance withAnnex VI,

Section 3.1.1 and personnel with relevant clinical expertise in accordance with Annex VI,

Section 3.2.4, where possible employed by the notified body itself.
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la.

The personnel referred to in Annex VI, Sections 3.2.3 and 3.2.7 shall be employea:by th

notified body itself and shall not be external experts or be subcontractors.

Notified bodies shall make available and submit upon request, all relevant documentation,
including the manufacturerés document ati on
notified bodies to allow it to conduct its assessmelesignation notification, monitoring

and surveillance activities and to facilitate the assessment outlined within this Chapter.

In order to ensure the uniform application of the requiremerdst out in Annex V] to the

extent necessary to resolve issues of divergent interpretation and practical applictim®n,

Commissionmayadopt implementingacts in accordance withrticle 84(3) .

Article 28
Subsidiaries and subcontracting
Where a ntified body subcontracts specific tasks connected with conformity assessment or
has recourse to a subsidiary for specific tasks connected with conformity assessment, it shall
verify that the subcontractor or the subsidiary meetapipdicablerequirementset out in
Annex VI and shall inform the national authority responsible for notified bodies accordingly.

Notified bodies shall take full responsibility for the tasks performed on their behalf by

subcontractors or subsidiaries.

The notified body Ball make publicly available a list of its subsidiaries.

Conformity assessment activities may be subcontracted or carried out by a subsidiary only
provided that thdegal or natural person that applied for conformity assesdmaarbeen

informed ofthis.

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 tinel@r this Regulation.
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Article 29
Application by a conformity assessment bodydfsignation
A conformity assessment body shall submit an applicatiordésignationto the national

authority responsible for notified bodies of the Member State iohwihis established.

The application shall specify the conformity assessment actiagiegfined in this
Regulation and thetypes ofdevices for which the bodpplies to balesignated, supported

by documentation proving compliance with all tequirements set out in Annex VI.

In respect of the organisational and general requirements and the quality management
requirements set out in Sections 1 and 2 of Annex Malid certificate and the
corresponding evaluation report delivered by a natiancreditation body in accordance with
Regulation (EC) No 765/2008aybe submitted in support of these requirements and shall
be taken into consideration during the assessment described in Article 30. However, the
applicant shall make available the fulocumentation to demonstrate conformity with these

requirements upon request

After being designated, the notified body shall update the documentation referred to in
paragraph 2 whenever relevant changasir in order to enable the national authyorit
responsible for notified bodies to monitor and verify continuous compliance with all the

requirements set out in Annex VI.

Article 30
Assessment of the application
The national authority responsible for notified bodies shigilin 30 dayscheck that the
application referred to in Article 29 is complete ahall request the applicant to provide
any missing informationOnce the application is complete the national authority shall send

it to the Commission

The national authority shall revew the application and supporting documentation in

accordance with its own procedures astall draw up a preliminary assessment report.
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The national authority responsible for notified bodiefall submit the preliminary
assessment report to the Consioswhich shall immediately transmit it to the Medical
Device Coordination Group established by Ar

Within 14 days of the submission referred to in paragraph 2, the Commisscamjunction
with the MDCG,shall assigna joint assessment teanmade up of threeexperts unless the
specific circumstances require another number of expedsosen fromthelist referred to
in Article 30a One of these experts shall be a representative of the Commission who shall

coordnate the activities of thgoint assessment teaifhe other twoexperts shall come from

different Member States other than the one in which the applicant conformity assessment

body is established

The joint assessment team shall be comprisedahpetent experts which refletite
conformity assessment activities and the types of devices which are subject to the
application or, in particular when this procedure is initiated in accordance with Article 35

to ensure that the specific concern can bepaopriately assessed.

Within 90 days afterassignmenf the joint assessment team, shall review the
documentation submitted with the application in accordance with Articl&M9joint
assessment team may provide feedback to or requasfication from the national
authority responsible for notified bodies on the application and on the plannegit

assessment.

The national authority responsible for notified bodi¢sgether with the joint assessment
team shallplan and conduct an esite assessment of the applicant conformity assessment
body and, where relevant, of any subsidiary orsuttractor, located inside or outside the

Union, to be involved in the conformity assessment process.

The onsite assessment of the applicant baghall be led by the national authority

responsible for notified bodies.
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4a.

4aa.

4b.

Findings regarding nenompliance 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
agreemenand resolution of any diverging opinionsyith respect to the assessment of the

application.
A list of non-compliances resulting from the assessment sloalpresented by the national
authority responsible for notified bodies to the applicant body at the end of thsiten

assessmenhcluding a summary of the assessment delivered by the joint assessment team.

Within a specified timeframethe applicant bodyshall submit to the national authoritya

corrective and preventive action plan to address the4tompliances.

The joint assessment team shall document any remaining diverging opinions with respect to
the assessment within 30 daysawfmpletion of the orsite assessment and send these to the

national authority responsible for notified bodies.

The national authorityresponsible for notified bodieshall, following receipt of a

corrective and preventive action pldrom the applicant body, assess whether non
compliances identified during the assessment have been appropriately addressed. This plan
shall include an indication of the root cause of the finding and a timeframe for

implementation of the actions therein.

The national auttority shall having confirmed the corrective and preventive action plan
forward this plan and its opinion on this plan to the joint assessment te@he joint
assessment team may request furtlctarification and modificationsfrom the national
authority responsible for notified bodies
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The national authority responsible for notified bodies shall draw up its final assessment

report which shall include:

- the result of the assessment,

- confirmation that the corrective and preventive actions have bappropriately
addressed and, where required, implemented,

- any remaining diverging opinion with the joint assessment team, and, where
applicable,

- the recommended scope of designation.

The national authority responsible for notified bodies shalimit itsfinal assessment report
and if applicable, thedraft designationto the Commissionthe MDCG and the joint

assessment team.. ,

The joint assessment team shall providdinal opinion regarding the assessment report
prepared by tk national authority responsible for notified bodiesd if applicable,the

draft designationwithin 21 day=of receipt of those documente the Commissionwhich
shall immediately submit this opinion to the MDCG. With2 days after receipt of the
opinion of the joint assessment team, the MDCG shall @sgaeommendation with regard to
the draft designationwhich the national authorityesponsible for notified bodieshall duly

take into consideration for its decision the designation of the notified body.

The Commission may, by means of implementing acts, adopt measures setting out the
modalitiesspecifying procedures and reporfsr the application fodesignationreferred to

in Article 29 and the assessmentlod application set out in this Article. Those implementing
acts shall be adopted in accordance with the examination procedure referred to in Article
84(3).

Article 30a
Nomination of experts for joint assessment of applications for notification
The Member States and the Commission shall nominate experts qualified in the assessment
of conformity assessment bodies in the field of in vitro diagnostic medical devices to

participate in the activities outlined in Article 30 and Article 36.
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2.  The Commisgn shall maintain a list of the experts nominated pursuant to paragraph 1,
together with information on their specific competence and expertise. This list shall be
made available to Member States competent authorities through the electronic system

referredto in Article 43a

Article 30b
Language requirements
All documents required pursuant to Articles 29 and 30 shall be drawn up in a language or

languages which shall be determined by the Member State concerned.

Member States, in applying the first sygmragraph, shall consider accepting and using a

commonly understood language in the medical field, for all or part of the documents concerned.

The Commission shall provide necessary translations of the documentation pursuant to Article
29 and 30, or partshereof into an official Union language such that the documents can be

readily understood by the joint assessment team assigned in accordance with Article 30(3).

Article 31
Designation and wtification procedure
0. Member States magnly designateconfomity assessment bodidsr which the assessment
pursuant to Article 30 was completed amdhich satisfy therequirements set out in Annex
VI.

1. Member States shall notify the Commission and the other Member States of the conformity
assessment bodies thegve designated, using the electronic notification devkloped and

managed by the Commission.

4.  The notification shall clearly specify the scope of the designation indicating the conformity
assessment activities defined in this Regulationandthe type of devices which the
notified body is authorised to assessl, without prejudice to Article 33, any conditions

associated with the designation
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4a. The Commissiomshall within six months of the entry into force of this Regulatigiy
means ofmplementing actsdraw up a list of codes and corresponding types of devices to
describethe scope of the designation of notified bodies which the Member States shall
indicate in their notification. Those implementing acts shall be adopted in accovddntee
advisoryexaminationprocedure referred to in Article 88). The Commission, after
consulting the MDCG, may update this listter alia based on information arising from the
coordination activities described in Article 36.

5. The notification ball be accompanied by the final assessment report of the national authority
responsible for notified bodies, theal opinionof the joint assessment team and the
recommendation of the MDCG. Where the notifying Member State does not follow the

recommendi@on of the MDCG, it shall provide a duly substantiated justification.

6. The notifying Member State shallithout prejudice to Article 33jnform the Commission
and the other Member Statafsany conditions associatedith the designation angbrovide
documentary evidence regarding the arrangements in place to ensure that the notified body

will be monitored regularly and will continue to satisfy the requirements set out in Annex VI.

7. Within 28 days of anotification, a Member State or the Commissimiay raise written
objections, setting out its arguments, with regard either to the notified body or to its

monitoring by the national authority responsible for notified bodies.

8. When a Member State or the Commission raises objections in accordance with paragraph 7,
the Commission shall bring the matter before the MDCG wittOrdays after expiry of the
period referred to in paragraph 7. After consulting the parties involve &G shall give

its opinion at the latest with#hO days after the matter has been brought before it.

8a. Where the MDCG, after having been consulted in accordance with paragraph 8, confirms
the existing objection or raises another objection, thetifying Member State shall provide
a written response to the MDCG@pinion within 40 days of its receipt. The response shall
address the objections raised in the opinion, and set out the reasons for the notifying

Member St ateds de ctidssigmate the confodnitysassgssneehtbodyo r n o
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10.

11.

Where no objection is raised in accordance with paragraph 7 or where the MDCG , after
having been consulted in accordance with paragraph 8, is of the opinion that the notification

may be acceptedy where he notifying Member Statehaving given its reasons for doing

soin accordance with paragraph 8a, decides mmtify the designation othe conformity

assessment bodihe Commission shall publish the notificatiovithin 14 days of receipt.

When publishng the notificationin the database of notified bodies developed and managed
by the Commissiothe Commission shall add the information relating to the notification of
the notified body to the electronic system referred to in Artid8aalong withthe

documents mentioned in paragraph 5 and the opinion and response referred to in
paragraphs 8 and 8a of this Article.

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

The conformity assessment body concerned may perform the activities of a notified body

only after the notification has become valid in accordance wpidgragraph 10.

Article 32
Identification number and list of notified bodies
The Commission shall assign an identification number to each notified bodifdrthe
notification becomes validh accordance with Article 310). It shall assign a single
identification number even when the body is notified under several Uniorfdhtsy are

successfully designated in accordance with this requlatibadies notified pursuant to

Directive 98/79/EC shall retain the identificationumber assigned to them pursuant to that

directive.
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The Commission shall make the list of the bodies notified under this Regulation, including
the identification numbers that have been assigned to them acahtioemity assessment
activitiesas deined in this Regulationand the types of devicdésr which they have been
notified, accessible to the publia the database of notified bodies developed and managed
by the Commissionit shall also make this list availablen the electronic system refemleo

in Article 43a The Commission shall ensure that the list is kept up to date.

Article 33
Monitoring and assessmeraf notified bodies

Notified bodies shall, without delayand at the latest within 15 daymform the national

authority responsible for notified bodies of relevactiangeswvhich may affect their
compliance with the requirements set out in Annex VI or their ability to conduct the
conformity assessment activities relating to the devices for tihey have been
designated

Thenational authority responsible for notified bodstsll conductmonitoring of the

notified bodiedased on its territoryand of their subsidiaries and subcontractots ensure
ongoing compliance with thequirementsnd the fulfilment of its obligationset out irthis
Regulation. The notified bodies shall, on requéstm the national authority responsible for
notified bodies supply all relevant information and documents, required to enable the

authority the Commssion and other Member Statés verify compliance with those criteria.

The national authority responsible for notified bodies shall receive a copy of all requests
submitted by the Commission or by another Member State authority to notified bodiés
territory relating to conformity assessments such notified bodies have carried\mttfied
bodies shall respond without delagd within 15 days at the latedt suchrequests . The

national authority responsible for notified bodies of the Member State in which the body is
established shalénsure thatrequests submitted by authorities of any other Member State or
by the Commissioare resolvedinless there is a legiate reason for not doing so in which
casethe matter may be referred the MDCG.
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3. At least once a yeathe national authority responsible for notified bodies shall assess whether
each notified bodgnd, when appropriatethe subsidiaries and subcaudractorsunder its
responsibility stillsatisfy the requirementand fulfil their obligations set out in Annex VI.
This reviewshall include an osite_audit ofto each notified bodgnd, when necessary, to
its subsidiaries and subcontractors.

The national authority responsible for notified bodieshall conduct its monitoring, and
assessment activities according to an annual assessment plan to ensure that it can
effectively monitor the continued compliance of the notified body with the requiremehts
this Regulation. This plan shall provide a reasoned schedule for the frequency of
assessment of the notified body and associated subsidiaries and subcontractors. The
authority shall submit its annual plan for monitoring or assessment for each notifiedy

for which it is responsible to the MDCG and to the Commission.

3a. The monitoring of notified bodies by the national authority responsible for notified bodies
shall include witnessed audits of the notified body personnel, including when necessary the
personnel from subsidiaries and subcontractpvghen conducting quality system

assessments at a manufactureroés facility.
3b. The monitoring of notified bodies conducted by national authoritresponsible for notified
bodiesshall consider data arising from market surveillance, vigilance and postrket

surveillance systems to help guide its activities.

The national authority responsible for notified bodieshall provide for a systematic follow

up of complaints and other irdrmation, including from other Member States, which may
indicate nonfulfilment of the obligations by a notified body or its deviation from common

or best practice.

3ca. The national authority responsible for notified bodies miyaddition to regular
monitoring or on-site assessments conductsharb t i c e, unannoausebédd or

reviews if needed to address a particular issue or to verify compliance.
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3c.

3d.

4a.

The national authority responsible for notified bodies shall assess the notified body
assessmans of manufacturerso technical and
Article 33a.

The national authority responsible for notified bodies shall document and record any
findings regarding noncompliance of the notified body with the requiremts set out in
Annex VI and shall monitor the timely implementation of corrective and preventive

actions.

Three years after notification of a notified body, and again efauyth year thereaftera

completere-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 assésament

designated in accordance with the procedure described in AR8dad30.

c |

The Commissionshall be empowered to adopt delegated acts in accordance with Article 85

in_ order tomodify the frequency of complete 1@&ssessment referred to in paraaph 4.

The Member States shall report to the Commission and tdEeG , at least once a year, on

their monitoring activitiesegarding their notified bodies and, where applicable,
subsidiaries and subcontractor$his report shall provide details dhe outcome of the

monitoring and surveillance activitiedncluding activities pursuant to paragraph 3cahis

reportshall be treated as confidential by the MDCG and the Commission howeatait

contain a summary which shall be mausblicly availabé.

The summaryof thereport shall be uploaded to the European databank referred to in
Article 43a
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Article 33a
Review of notified body assessment of technical documentation and performance evaluation
documentation
The national authorityresponsible for notified bodies, as part of its ongoing monitoring of
notified bodies shall assess an appropriate number of notified body assessments of
manufacturers' technical documentation and performance evaluations to verify the
conclusions drawn bytte notified body based on the information presented by the
manufacturer. These assessments shall be conducted bothitaffand during onsite

assessments.

The sample of files assessedaccordance with paragraph &hall be planned and
representativef the types and risk of devices certified by the notified badg in

particular high risk devicesappropriately justified and documented in a sampling plan,
which shall be available from the national authority responsible for notified bodies upon
reques of the MDCG.

The national authority responsible for notified bodies shall assess whether the assessment

by the notified body was conducted appropriately and verifyghecedures used, associated
documentation andconclusions drawn by the notified loly. This shall include the
manufacturerés technical documentation and
notified body has based its assessmdiiese assessments shall be conducted utilising

common specifications provided for in Article 7 in the condws the assessment.

The assessments shall also form part of theassessment of notified bodi@saccordance
with Article 33(4)and the joint assessment activities referred to in Article 35(2a). These

assessment shall be conducted utilising appropriate expertise.

87
EN



la.

The MDCG may, based on the reports of these assessments by the national authority

responsible for notified bodiesr joint assessment teams, and inputs from the market

surveillance,vigilanceand postmarket surveillance activities described in Chapter ik,

on the continuous monitoring of the technical progress, the identification of concerns and

emerging issues othe safety and performance of devicescommend that the sampling,

either by the national authorityesponsible for notified bodiesr as part of a joint

assessment activity, shall cover a greater or lesser proportion of the performance

evaluations andéchnical documentation assessed by a notified body.

The Commission may, by means of implementing acts, adopt measures setting out the
modalities, associated documents for and coordination of the technical and clinical
assessments referred to in thistidle. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 84(3).

Article 34

Changes talesignations andhotifications
The Commission and the other Member States shall be notified of any seittseevant
changes to thelesignation by the national authority responsible for notified bodi€ke
procedures described in Article 30(2) to (6) and in Article 31 shall apply to changes where
they entailan extensiorof the scope of the notificatiom kll other cases, the Commission
shall immediately publish the amended notification in the electronic notification tool referred
to in Article 31(10).

Where a notified body decides to cease its conformity assessment activities it shall inform
the natonal authority responsible for notified bodies and the manufacturers concerned as
soon as possible and in case of a planmeegsation one year beforeasing its activities.

The certificates may remain valid for a temporary period of nine months aftesagsn of
activities on condition that another notified body has confirmed in writing that it will
assume responsibilities for these productie new notified body shatomplete a full
assessment of the devices affected by the end of that time pesfock issuing new

certificates for those devices
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Where anationalauthority 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
obligationsor hasnot implemented the necessary corrective measultes authority shall

suspend, restrict, or fully or partially withdraw tthesignation, depending on the seriousness

of the failure to meet those requirements or fulfil those obligations. A suspensiiamosha

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 noiifieodies shall immediately inform the
Commission and the other Member States of any suspension, restriction or withdrawal of a

designation

Where the designation of a notified body has been suspended, restricted, or fully or

partially withdrawn, it skall inform the manufacturers concerned at the latest within 10

days.

In the event of restriction, suspensmmwithdrawal of a notification, the Member State shall
take appropriate steps to ensure that the files of the notified body concerriexpare
available for the national authoritiessponsible for notified bodies andtional authorities

responsiblefor market surveillance at their request.

The national authority responsible for notified bodies shall

- assesgheimpact on the certificates issued by the notified batigre there is a
change to thadesignation;

- submit a report on its findings to the Commission and the other Member Staitsn
three months after having notified tbleanges to thdesignation

- require the notified body to suspend or withdraw, within a reasonable period of time
determined by the authority, any certificates which were unduly isstie@nsure the
safety of devices on the market

- enter into the electronic system mentioned in iBle 43(4) all certificates for which it

has required suspension or withdrawal
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- inform the competent authority foin vitro diagnostic medical devices of the Member
State where the manufacturer or his authorised representative has his registered
place of business through the electronic systesferred to in Article 43aof the
certificates for which it has required suspension withdrawal That competent
authority shall take the appropriate measureghere necessary to avoid a potential

risk to the health or safety of patients, users or others

5.  With the exception otertificates, unduly issuedind where a designatiohas been
suspendedr restricted the certificatesshall remain valid in the following circumstances:
(a) the national authorityresponsible for notified bodielsas confirmed, within one
month of the suspension or restriction, that there is no safety issue for certificates
affected by the suspension or restriction atite national authority responsible for
notified bodieshasoutlined a timeline and actions antipated to remedy the

suspension or restriction.
or:

(b) The national authorityresponsible for notified bodies has confirmeithat no
certificates relevant to the suspension will be issued, amended-@stedduring the
course of the suspension/restrioti and indicates whether the notified body has the
capability of continuing to monitor and remain responsible for existing certificates
issued for the period of the suspension or restriction. In c#se national authority
responsible for notified bodiesatermines thathe notified body does not have the
capabilityto support existing certificates issugithe manufacturer shall provide to the
competent authority for devicesithin three months of the suspensmnrestriction,
the written confirmationtha another qualified notified bodyis temporarilyassuming
the functions of the notified bodg monitor and remain responsible for the

certificatesduring the period of suspensionrestriction.
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5a.

With the exception of certificates unduly issued, awtiere a designationhas been
withdrawn, the certificates shall remain valid for a period of nimgonths in the following
circumstances:
- Where he competent authority fan vitro diagnostic medical devices of the Member
State in which the manufacturer the authorised representative the device covered
by the certificate is establishéds confirmed that there is no safeitysue associated
with the devices in question, and
- another notified body has confirmed in writing that it will assume immediate
responsibilities for these products and will have completed assessment of the devices

within twelve months from the withdrawal of thelesignation

Under those circumstances, thmational competent authority of the member state where the
manufacturer or the authorised representative is establishealy extend therovisional
validity of the certificates for further periods of three months, which altogether may not

exceed twelve mohs.

The authority or the notified body assuming the functions of the notified body affected by the

change of naotification shall immediately inform the Commission, the other Member States

and the other notified bodies thereof.

The Commission shall immediately enter information on the changes to the designation of

the notified body into the electronic system referred to in the second subparagraph of
Article 43a

Article 35
Challenge to the competence of notified bodies
The Gmmissionin conjunction with the MDCG shall investigate all cases where concerns
have been brought to its attention regarding the continued fulfilment by a notifiedobadly,
one or more of its subsidiaries or subcontractpo the requirements setibin Annex VI or
the obligations to which it is subjett shall ensure that the concerned national authority
responsible for notified bodies is informed and is given opportunity to investigate these

concerns.
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2a.

3a.

The notifying Member State shaliovide the Commission, on request, with all information

regarding the notification of the notified body concerned.

The Commission, in conjunction with the MDCG, may initiates applicablethe
assessment process described in Article 30(3) and (€nathere is reasonable concern
about the ongoingcompliance of a notified body or a subsidiary or subcontractor of the
notified body with the requirementset out in Annex VI and the investigation of the
national authority is not deemed to have fully addsed the concerngr upon request of
the national authority The reporting and outcome of this assessment process shall follow
the principles of Article 30. Alternatively, depending on the severity of the isthee,
Commission in conjunction with the MDC@nay request that the national authority
responsible for notified bodies allow for participation of up to two experts from the list
established pursuant to Article 30a in an esite assessment as part of the planned
monitoring and surveillance activities iaccordance with Article 33 and as outlined in the

annual plan described in paragraph 3 therein

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

designationif necessary.

Where the Member State fails to take the necessary corrective measures, the Commission
may, by means amplementing acts, suspend, restrict or withdraw the notification. Those
implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 84(3). It shall notify the Member State concerned of its decision and upéate th

database and list of notified bodies.

The Commission shall ensure that all sensitive information obtained in the course of its

investigations is treated confidentially.
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3a.

Article 36
Peer review and exchangs experience between national authoritiesponsible for notified
bodies

The Commission shall provide for the organisation of exchange of experience and

coordination of administrative practice between the national authorities responsible for

notified bodies under this Regulatiorhis shalladdress elements including:

(a) Development of best practice documents relating to the activities of the national
authority responsible for notified bodies;

(b) Development of guidance documents for notified bodies in relation to the
implementation of thisRegulation;

(c) Training and qualification of the experts referred to in Article 30a.

(d) Monitoring of trends relating to changes to notified body designations and
notifications and trends in certificate withdrawals and transfers between notified
bodies;

(e) Monitoring of the application and applicability of scope codes referred to in Article
31(4a);

() Development of a mechanism for peer review between authorities and the
Commission;

() Methods of communication to the public on the monitoring and suliaace activities
of authorities and the Commission on notified bodies for in vitro diagnostic medical

devices.

The national authorities responsible for notified bodies shall participate in a peer review

every third yearthrough the mechanismdeveloped pursuant tarticle 36(1). These

reviews shall normally be conducted during ite joint assessments described in Article
30 but alternatively on a voluntary basis n
monitoring activities in Artide 33.

The Commission shall participate in the organisation and provide support to the

implementation of the peer review mechanism.

The Commission shall compile an annual summary report of the peer review activities

which shall be made publicly\ailable.
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The Commission may, by means of implementing acts, adopt measures setting out the
modalities and associated documents for the peer review, training and qualification
mechanisms referred to in paragraph 1. Those implementing acts shall betadap

accordance with the examination procedure referred to in Article 84(3).

Article 37
Coordination of notified bodié$

The Commission shall ensure that appropriate coordination and cooperation between notified

bodies is put in place and operated in the forthhetoordination group of notified bodiesferred

to in Article 39 of Requlation [Ref. of future Regulation ondical devices]

The bodies notified under this Regulation shall participate in the work of that group.

Article 38a

List of standard fees

Notified bodies shall make the lists of standard fees for the conformity assessment activities

publicly available.

24

Since the intention is clearly to have one and the same coordination group for Medical devices
andin vitro diagnostic medical devices the draftinglenged back to that of the Commission
proposal. The political agreement with the EP on the meeting frequency and the establishment
of the modalities for its functioning are laid down in the MD Regulation. The obligation for
notified bodies dealing witiMD is kept here.
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Chapter V

Classification and conformity assessment

Section 1i Classification

Article 39
Classification oin vitro diagnostic medical devices
Devices shall be divided into classA\, B, C and D, taking into accoutite purposentended
by themanufacturerand inherent riskClassification shall be carried out in accordance with

the classification criteria set out in Annex VII.

Any dispute between the manufacturer and the notified body concerned, arising from the
application of theclassification criteria, shall be referred for a decision to the competent
authorityof the Member State where the manufacturer has his registered place of business. In
cases where the manufacturer has no registered place of business in the Union aingehas n
designated an authorised representative, the matter shall be referred to the competent authority
of the Member State where the authorised representative referred to in the last indent of point
(b) of Section 3.2. of Annex VIII has his registeredcplaf businesd/Vhere the notified

body concerned is located in a different Member State than the manufacturer, the

competent authority shall adopt its decision after consultation with the competent authority

of the Member State that designated the notifieody

The competent authoritgf the manufacturershall notify the MDCG and the Commission of

its decisionThe decision shall be made available upon request.
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3a.

3b.

At arequest of a Member Statee Commission shallafter consulting the MDCG, decide

by means of implementing acts, on tbkowing:

(a) application of the classification criteria set out in Annex VIl to a given device, or
category or group of devices, with a view to determining their classifi¢ation

(b) that a device, or category orgup of deviceshall for reasons of public health based
on new scientific evidence, or based on any information which becomes available in
the course of the vigilance and market surveillance activities by way of derogation

from the classification criteriaset out in Annex VII, be reclassified.

The Commission may also, on its own initiative and after consulting the MDCG, decide, by

means of implementing acts, on the issues referred to in paragraph 3, points (a) and (b).

Theimplementing actseferred to in paragraphs 3 and 3shall be adopted in accordance

with the examination procedure referred to in Article 84(3).

In order to ensure the uniform application of the classification criteria set out in Annex

VIl , and taking account of the relvant scientific opinions of the relevant scientific

committees, the Commissiormayadopt implementingactsin accordance with Article

84(3)_to the extent necessary to resolve issues of divergent interpretation and practical

application.
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Section 2i Conformity assessment

Article 40
Conformity assessment procedures
Prior to placing a device on the markatnufacturers shall undertake an assessment of the
conformity of that device. The conformity assessment procedures are set out in Afltlexes

to X.

Prior to putting into service devices that are not placed on the market, with the exception of
in-house devices manufactured pursuant to Article 4(@yanufacturers shall undertake an
assessmertf the conformity of that device. The confoiity assessment procedures are set

out in Annexes VIIl to X

Manufacturers of devices classified as class D, other than devices for perforstadyge

shall be subject to a conformity assessment based on qualiggement systergmand
assessment dhe technical documentatioand batch verification as specified in Annex VIII.
Alternatively, the manufacturer may choose to apply a conformity assessment based on type
examination as specified in Annex IX coupled with a conformity assessment based on

production quality assurance including batch verification as specified in Annex X.

In addition, for devices for selfesting and neaipatient testing, the manufacturer shall
follow the procedure for technical documentatiassessmerget out in Section 6.1 of

Annex VIII or in Annex IX.
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In addition, whereone or morereferencelaboratories are designated in accordance with
Article 78, the notified body performing the conformity assessment shall reaneest these
referencelaboratoriesto verify by labaatory testingthe claimed performance and the
compliance of the device with the applicable @8en available, or with other solutions
chosen by the manufacturer to ensure a level of safety and performance that is at least
equivalentas specified in Seicin 5.4 of Annex VIl and in Section 3.5 of Annex IX.
Laboratory tests performed by a reference laboratory shall in particdtaus on analytical

and diagnosticsensitivityusing the best availableeference materials.

For companion diagnostice notified body shall consult tlkencernedcompetent
authority designated in accordance with Directive 2001/837E4E the European
Medicines Agency (EMA)as applicablein accordance with the procedures set out in

Section 6.2 of Annex VIIl and iBection 3.6 of Annex IX.

In addition, where no Common Specifications are available for a device in Class D and it is

the first certificationfor that type of devicethe notified bodyshall consult the relevant

experts referred to in Article 81a d®equlation (EU) [Ref. of future Requlation on medical

devices] on the performance evaluation report of the manufacturer. To this end, the

notified body shall provide the performance evaluation report of the manufacturer to the

expert panelwithin five daysof receiving it from the manufacturer. The relevant experts

shall, under the supervision of the Commission, provide their views to the notified body

within the deadline for delivery of the scientific opinion by the reference laboratory as

specified in seion 5.4 of Annex VIl and in Section 3.5 of Annex IX.

25

OJL 311, 28.11.2001, p. 67.
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Manufacturers of devices classified as class C, other than devices for perforshaheshall

be subject to a conformity assessment based on goitpgement systemas specified in
Annex VIII, except for its Chapter llwith assessment of theechnical documentationf at
least one representative deviper generic device groulternatively, the manufacturer

may choose to apply a conformity assessment based on type examination as specified in
Annex IX coupled witha conformity assessment based on production quality assurance, as

specified in Annex X.

In addition, for devicesdr selftesting and negpatient testing, the manufacturer stiallow
the procedure for technical documentatiaassessmenset out in Section 6.1 of Annex VIII

or in Annex IX.

In addition, for all companion diagnosticthe notified bodyshall follow the procedure for
technical documentation assessment astthllconsult theconcernedcompetentauthority
designated by the Member States in accordance with Directive 2001/83/EC or the European
Medicines Agency (EMA as applicablein accordance with thprocedures set out in

Section 6.2 of Annex VIIl and in Section 3.6 of Annex IX.

Manufacturers of devices classified as class B, other than devices for perforghaaige
shall be subject to a conformity assessment based on qualiggement systenmas
specified in Annex V] except for its Chapter Il, with assessment of the technical

documentation of at least onepresentative device per generic device group.

In addition, for devices foself-testing anchearpatient testing, the manufacturésadi follow

the procedure for assessment of tteehnical documentationset out in Section 6.1 of
Annex VIII.
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Manufacturers of devices classified as class A, other than devices for perfosnatyshall
declare the conformity of their productsisguing the EU declaration of conformity referred
to in Article 15, after drawing up the technical documentation set out in Annex Il.

However, if the devices are placed on the market in sterile condition, the manufacturer shall
apply the procedures settan Annex VIl or in Annex X. Involvement of the notified body
shall be limitedo the aspects concerned wastablishing,securing and maintaining sterile

conditions

Devicesfor performancestudiesshall be subject to the requirements set ouAihcles 48 to
58.

The Member State in which the notified body is established may determine that all or certain
documents, including the technical documentation, audit, assessment and inspection reports,
relating to the procedures referred to in peapgs 1 to 6 shall be available in an official

Union languaggs) determined by the Member State concern@therwise they shall be

available in an official Union language acceptable to the notified body.
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The Commission may, by means of implementing,asgecifyor modify the modalities and

the procedural aspects with a view to ensuring harmonised application of the conformity

assessment procedures by the notified bodies, for any of the following aspects:

T the frequency and the sampling basis ofatsessment of the technical documentation
on a representative basis as set out in Sections 3.3.(c) and 4.5 of Annex VIII, in the case
of devices classified as class C;

T the minimum frequency of unannounced-site auditsand sample checks to be
conducté by notified bodies in accordance with Section 4.4 of Annex VIII, taking into
account the risklass and the type of device;

T the frequency of samples of the manufactured devices or batches of devices classified as
class D to be sent to a reference labany designated under Article 78 in accordance
with Section 5.7 of Annex VIII and Section 5.1 of Annex X, or

| the physical, laboratory or other tests to be carried out by notified bodies in the context
of sample checksissessment déchnical documentabn and type examination in
accordance with Sections 4.4 and 5.3 of Annex VIII and Sections 3.2 and 3.3 of Annex
IX.

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 84(3).

Article 41

Involvemat of notified bodieg conformity assessment procedures

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 assessmentipresand the devices
concerned. An application may not be lodged in parallel w&ritibthernotified body for the

same conformity assessmeortocedure.

The notified body concerned shall inform the other notified bodies of any manufacturer who
withdraws his application prior to the notified body's decision regarding the conformity

assessmenby means of the electronic system referred to in Artid8a
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Manufacturers shall declare whether they have withdrawn an application with another
notified bady prior to the decision of that notified body amal/provide information about

any previous application for the sameonformity assessmenhat has been refused by

another notified body

The notified body may require any information or data fronmtheufacturer necessary in

order to properly conduct the chosen conformity assessment procedure.

Notified bodies and the personnel of notified bodies shall carry out their conformity
assessment activities with the highest degree of professmegitity and the requisite
technicaland scientificcompetence in the specific field and shall be free from all pressures
and inducements, particularly financial, which might influence their judgement or the results
of their conformity assessment activities, especially as regards persons or groups with an

interest in the results of those activities.

Article 42

Mechanism for scrutiny ofonformity assessmergtclass D devices

A notified bodyshall notify thecompetent authority of certificates it has grantéat devices
classified as class D, withé exception of applications to supplement or renew existing
certificates. Suchnotification shalltake place through the electronic system referred to in
Article 43aand shallbe accompanied by the instructions for use referred to in Section 17.3
of Annex | the summary of safety and performance referred to in Articlthegssessment

report by the notified body, and, where applicable, the laboratory t@ststhe scientiic

opinion by the reference laboratory according to Article 40(2) second subparagraptd
where applicable the views expressed by the experts in accordance with Article 40(2a),

including, in case of divergent views between the notified body and the experisulted, a

full justification .

. A competent authority and, where applicable, the Commission may, based on reasonable

concerns apply further procedures according to articles 33, 33a, 34, 35, 67 and, when

deemed necessary, take appropriate measace®rding to Articles 68 and 71.
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The MDCG and, where applicable, the Commission, may, based on reasonable concerns,

request scientific advice from the expert panels in relation to the safety and performance of

any device(s).

Article 43

Certificates
The certificates issued by the notified bodies in accordance with Annexes VI, IX and X shall
be in an official Union language determined by the Member State in which the notified body
is established or otherwise in an official Union language acceptialihe notified body. The

minimum content of the certificates is set out in Annex XI.

The certificates shall be valid for the period they indicate, which shall not exceed five years.
On application by the manufacturer, the validity of the certifiozdg be extended for further
periods, each not exceeding five years, based omassessment in accordance with the
applicable conformity assessment procedures. Any supplement to a certificate shall remain

valid as long as the certificate which it suppéats is valid.

Notified bodies may impose restrictions to the intended purpaise device to certain
groups of patients or users or require manufacturers to undertake specific-pasket

performance followup studies pursuant to Part B of Annex XII.

Where a notified body finds that requirements of this Regulation are no longer met by the
manufacturer, it shall, taking account of the principle of proportionality, suspend or withdraw
the certificate issued or impose any restrictions on it unleapl@nce with such

requirements is ensured by appropriate correcttt®n taken by the manufacturer within an
appropriate deadline set by the notified body. The notified body shall give the reasons for its

decision.

The notified body shall enter intbe electronic systemeferred to in Article 43a

information regarding certificates issued, including amendments and supplements, and
regarding suspended, reinstated, withdrawn or refused certificates and restrictions imposed on

certificates. This information shall be accessible to the public.
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In the light of &chnical progress, the Commission shall be empowered to adopt delegated acts
in accordance with Article 85 amending or supplementing the minimum content of the

certificates set out in Annex XI.

Article 43a
Electronic system on notified bodies and on d¢ichtes

For the purposes of this Regulation the following information shall be collated and processed

pursuant to Article 45a of Reqgulation [Ref of future Regulation on Medical devices] in the

electronic system set up pursuant to that article:

(a)

EEEPEEERE

the list of subsidiaries referred to in Article 28(2);

the list of experts referred to in Article 30a(2);

the information relating to the notification referred to in Article 31(9);
the list of notified bodies referred to in Article 32(2);

the summary report referred to in Article 33(5);

the notifications and certificates referred to in Article 42(1);

withdrawal of applications for the certificates referred to in Article 41(2);

information regarding certificates referred to in artie 43(4):

the summary of safety and performance referred to in Article 24.

Article 44
Voluntary change of notified body
In cases where a manufacturer terminates his contract with a notified body and enters into a
contract with another notified bgdn 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 manufacturé¢inge incoming notified bodwnd, where practicabléhe outgoing

notified body. This agreement shall address at least the following aspects:

(a) the dateof invalidity of certificates issued by the outgoing notified body;
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(b) the date until which the identificatiorumberof the outgoing notified body may be
indicated in thenformation supplied by the manufacturer, including any promotional
material;

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

(e) the date after which the conformity assessment tasks of the outgoing Notified Body is
assigned to the incoming notified body;

() the lastserialnumber or batchcode/lotnumber for which the outgoing notified body
is responsible.

2. On their date of invalidity, the outgoing notified body shall withdraw the certificates it has

issued for thelevice concerned.

Article 45
Derogation from the conformity assessment procedures
1. By way of derogation from Article 40, any competent authority may authorise, on duly
justified request, the placing on the market or putting into service, within the territory of the
Member State concerned, of a specific device for which the procedures referred to in Article
40 have not been carried out and use of which is in the intdrpgblic health or patient

safetyor health.

2.  The Member State shall inform the Commission and the other Member States of any decision
to authorise the placing on the market or putting into service of a device in accordance with

paragraph 1 where suelithorisation is granted for use other than for a single patient.

10¢

EN



3. Following a notification pursuant to paragraph 2zhe Commissionin exceptional cases
relating to apublic health or patient safety health, may, by means of implementing acts,
extend for a determined period of time the validity of an authorisation granted by a Member
State in accordance with paragraph 1 to the territory of the Union and set the conditions under
which the device may be placed on the market or put into service. iiijolsenenting acts

shall be adopted in accordance with the examination procedure referred to in Article 84(3).

On duly justified imperative grounds of urgency relating to the health and safety of humans,
the Commission shall adopt immediately applicafiplementing acts in accordance with the

procedure referred to in Article 84(4).

Article 46
Certificate of free sale
1. For the purpose of export and upon request by a manufaotuaarauthorised
representativethe Member State in which the manufaetar the authorised representative
has its registered place of business shall issue a certificate of free sale declaring that the
manufactureor the authorised representative, as applicabte,established and that the
device in question bearing the @karking in accordance with this Regulation may be
marketed in the Union. The certificate of free sale slsat out the identification of the
device in the electronic system set up under Article 28ere a notified body has issued a
certificate refered to in Article 43the certificate of free sale shall set out the unique

number identifying that certificate, pursuant to section Ghapter Il of Annex XI .

2. The Commission may, by means of implementing acts, establish a model for certificates of
free sale taking into account international practice as regards the use of certificates of free
sale. Those implementing acts shall be adopted in accordance with the advisory procedure
referred to in Article 84(2).
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Chapter VI

Clinical evidence performane evaluation and performance studies

Article 47

Performance Evaluatiorand clinical evidence

Confirmation of conformity with the general safety and performance requiremants
particular those concerning the performance characteristics referredndSection | and
Section 1.6 of Annex land where applicable relevant requirements of Annex Uaderthe
normal conditions ofhe intendeduseof the deviceand the evaluation of the interference(s)
and crossreaction(s)and of the acceptability of thbenefit/risk ratio referred to in Sections
1 and 5 of Annex I shall be based astientific validity, analytical anctlinical performance
dataproviding sufficientclinical evidence.

The manufacturer shall specify and justify the level of the clinicaldance necessary to
demonstrate compliance with the relevant essential requirements on safety and
performance which shall be appropriate to the characteristics of the device and its intended

purpose.

To that end, manufacturers shall plan, conduct and docent a performance evaluation in

accordance with this Article and with Part A of Annex XII.

The clinical evidence shall support the intended purpose of the device as stated by the
manufactureand be based on a continuous process of performance evianatollowing a

performance evaluation plan

107
EN



|~

A performance evaluation shall follow a defined and methodologically sound procedure for
the demonstration of the following, in accordance with this Article and witirt A of

Annex XII:

(@) scientific validity;

(b) analytical performance;

(c) clinical performance.

The data and conclusions drawn from the assessment of these elements shall constitute the
clinical evidence for the device. The clinical evidence shall scientifically demonstrate that
the intended clinical benefit(s) and safety will be achieved according to the state of the art

in medicine.The clinical evidencederived from the performance evaluatisghall provide
scientifically valid assurance that the relevant general safety and perfoamce

requirements set out in Annex |, under normal conditions of use, are fulfilled

Clinical performance studies in accordance with Annex Xll, Part A Section 2 shall be

carried out unless it is duly justified to rely on other sources of clinipalformance data.

The scientific validity data, the analytical performance datalamdlinical performance data
their assessmerdnd the clinical evidence derived therefroshall be documentedn the

performance evaluatiomeport referred to isection 1.4 of Part A of Annex XIl. The

performance evaluatiomeport shall bepart of the technical documentation referred to in

Annex Il relating to the device concerned.

The performance evaluatiorand its documentation shall be updated throughe life cycle
of the device concerned with data obtained from implementation of the manufagtoser's

marketperformancefollow-up planin accordance with Annex Xll part Bas part of the

postmarket surveillance plan referred to in Artick8h

The performance evaluation report for devices classified as class C asldl be updated
when necessary, but at least annually with these data. The summary of safety and
performance referred to in Article 24(1) shall be updated as soon as possible, where

necessary.
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Where necessary to ensure the uniform application of Annex Xdl the extent necessary to

resolve issues of divergent interpretation and practical applicatitie, Commission may,

having due regard taechnical and scientific progress, agbimplementingacts.Those
implementing acts shall be adopted in accordance with the examination procedure referred
to in Article 84(3).

Article 48
General requirements regardingerformance studies
The manufacturer shall ensure tratlevice for performancatudycomplies with the
general requirements of this Regulation apart from the aspects covered by the performance
studyand that, with regard to those aspects, every precaution has been taken to protect the

health and safety ohé patient, user and other persons.

Where appropriate, performancestudies shall be performed in circumstances similar to the

normal conditions of use of the device.

performance studies shall be designed and conducted in a way that the afghtslignity
and weltbeing of the subjects participating in such performance studies are protected and
prevail over all other interestand the data generated are going tesbientifically valid,

reliable and robust.

Performance studiemcluding performance studies using lefiver sampleshall be

conducted in accordance with applicable law on data protection

10¢

EN



laaa.

Article 48aa

Additional requirements for certain studies

Any performancestudy

(@) in which surgicallyinvasive sample taking is done only for the purpose of the

performance study

(b) thatisan interventional clinical performance study as defined in Article 2(3@)

(c) where the conduct of the study involves additional invasive procedures or other
risks for the subjects of the studies

shall,in addition to meeting the requirements set out in Artiel® and Annex Xll,be

designed, authorised, conducted, recorded and reported in accordance with Articées 48
to 58 and AnnexXIIl.

Performancestudies involving companion diagnostics shall be subject to the same

requirements as the studies listed in paragraph 1. This does not apply to studies

involving companion diagnostics using only lefiver samples, which shall be subject to

notification with the competent authority.

Performance studies shall be subject to scientific and ethical review. The ethical review
shall be performed by an ethics committee in accordance with the law of the Member
State concerned. Member States shall ensure thatgteeedures for the review by the
ethics committees are compatible with the procedures set out in this Regulation for the

assessment of the application for authorisation of a performance stédyeast one lay

person shall participate in the ethical rewie
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Where thesponsoiof a performance studys not established in the Uniothat sponsorshall
ensure that aatural or legal personis established in the Uniaas its legal representative
Such legal representative shall be responsible for ensgrcompliance with the sponsor's
obligations pursuant to this Regulation, arghall be the addressee for all communications
with the sponsor provided for in this Regulation. Any communication toléugtl

representativeshall bedeemed to be @@mmunication to the sponsor.

Member States may choose not to apply the subparagraph above as regards performance
studies to be conducted solely on their territory, or on their territory and the territory of a
third country, provided that they ensure ththe sponsor establishes at least a contact

person on their territory in respect of that performance study who shall be the addressee for

all communications with the sponsor provided for in this Regulation.

A performance study according to paragraghmay be conducted only where all of the

following conditions are met:

(@) the performance study was subject to an authorisation by a Member State(s)
concerned, in accordance with this Regulation, unless otherwise stated;

(b) anindependent ethiceommittee, set up according to national law, has not issued a
negativeopinion on the planned performance studwlid for that entire Member

Statein accordance withits nationallaw ;

(c) the sponsor or its legal representative or a contact person purstmparagraph?2 is
established in the Union;

(ca) vulnerable populationsand subjects are appropriately protectaa accordance with
Article 48b to 48bge

(d) the anticipated benefits to the subjects or to public health judtify foreseeable risks

and inconveniencesand compliance with this conditiors constantly monitorep

(e) the subject or, where the subject is not able to give informed consent, his or her
legally designatedepresentative has given informed conselm, accordance with
Article 481

(ea) the subject or, where the subject is not able to give informed consent, his or her

legally designated representative, has been provided with the contact details of an

entity where further information can be received in ®aof need;
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(f)

(h)

(i)

(ia)

()

(k)

the rights of the subject to physical and mental integrity, to privacy and to the
protection of the data concerning him or her in accordance with Directive 95/46/EC
are safeguarded;

- the performance study has been designed to involvktts pain, discomfort,

fear and any other foreseeable risk as possible for the subjects and both the risk

threshold and the degree of distress are specifically defined in the performance

study plan and constantly monitored;

- the medical care provided tive subjects is the responsibility of an appropriately

gualified medical doctor or, where appropriate, any other person entitled by

national law to the relevant patient care under performance study conditions;

- no undue influence, including that of a fiancial nature, is exerted on the

subject, or, where applicable, on his or her legally designated representatives, to

participate in the performance study;

where appropriate, biological safety testing reflecting the latest scientific knowledge
or any oher test deemed necessary in the light of the device's intended purpose has
been conducted;

in caseof clinical performance studieghe analytical performance has been
demonstrated, taking into consideration the state of the art;

in case of inteventional clinical performance studies, the analytical performance and
scientific validity has been demonstrated, taking into consideration the state of the

art. Where forcompanion diagnosticghe scientific validity is not established, the

scientific rationale for the use of the biomarker shall be provided

the technical safety of the device with regard to its use has been proven, taking into
consideration the state of the art as well as provisions in the field of occupational
safety and accident prxention;

the requirements of Annex XIII are fulfilled.

Any subject mayor, where the subject is not able to give informed consent, his or her

leqgally designated representatiweithout any resulting detriment, withdraw from the

performance studwt any time by revoking his or her informed consent. Without prejudice

to Directive 95/46/EC, the withdrawal of the informed consent shall not affect the activities

already carried out and the use of data obtained based on informed consent before the

withdrawal.
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The investigator shall be a person, as defined in national law, following a profession which
is recognised in the Member State concerned, as qualifying for an investigator because of
the necessary scientific knowledge and experience in patant or laboratory medicine

Other individuals involved in conducting performance studyghall be suitably qualified by
education, training or experience in the relevant medical field and in clinical research

methodologyto perform their tasks.

Whereappropriate the facilities where the performance study involving subjects is to be

conducted shall be similar to the facilities of the intended use and suitable for the

performance study.

Article 48b

Informed consent

Informed consent shall bevritten, dated and signed by the person performing the interview

referred to in point (c) of paragraph 2, and by the subject or, where the subject is not able

to give informed consent, his or her legally designated representative after having been duly

informed in accordance with paragraph 2. Where the subject is unable to write, consent

may be given and recorded through appropriate alternative means in the presence of at

least one impartial witness. In that case, the witness shall sign and date the intbrme

consent document. The subject or, where the subject is not able to give informed consent,

his or her leqgally designated representative shall be provided with a copy of the document

(or the record) by which informed consent has been given. The informatsent shall be

documented. Adequate time shall be given for the subject or his or her legally designated

representative to consider his or her decision to participate in the performance study.
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Information given to the subject or, where the subjechist able to give informed consent,

his or her legally designated representative for the purposes of obtaining his or her

informed consent shall:

(a) enable the subject or his or her legally designated representative to understand

S

=

2

©

(i)

(ii)

(iii)

the nature, objectivedenefits, implications, risks and inconveniences of the

performance study;

the subject's rights and quarantees regarding his or her protection, in particular

his or her right to refuse to participate and the right to withdraw from the

performance gidy at any time without any resulting detriment and without

having to provide any justification;

the conditions under which the performance study is to be conducted, including

(iv)

the expected duration of the subject's participation in the performancelgt

and

the possible treatment alternatives, including the follays measures if the

participation of the subject in the performance study is discontinued;

be kept comprehensive, concise, clear, relevant, and understandable to the intended

user,

be provided in a prior interview with a member of the investigating team who is

appropriately qualified according to the law of the Member State concerned; and

include information about the applicable damage compensation system referred to in

Article 48c;

include the single identification number for this performance study and information

about the availability of the performance study results in accordance with paragraph

6.

The information referred to in paragraph 2 shall be preparedvimiting and be available to

the subject or, where the subject is not able to give informed consent, his or her legally

designated representative.

In the interview referred to in point (¢) of paragraph 2, special attention shall be paid to the

information needs of specific patient populations and of individual subjects, as well as to

the methods used to give the information.
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In the interview referred to in point (c) of paragraph 2, it shall be verified that the subject

has understood the information.

The subject shall be informed that the summary of the results of the performance study and

a summary presented in terms understandable to the intended user will be made available

in the EU database, referred to in Article 25 pursuant to Article 55{Bespective of the

outcome of the performance study, and, to the extent possible, when the summaries become

available.

This Requlation is without prejudice to national law requiring that, in addition to the

informed consent given by the legally desaied representative, a minor who is capable of

forming an opinion and assessing the information given to him or her, shall also assent in

order to participate in a performance study.

Article 48ba

Performance studies on incapacitated subjects

In the case of incapacitated subjects who have not given, or have not refused to give,

informed consent before the onset of their incapacity, a performance study may be

conducted only where, in addition to the conditions set out in Article 48aa(6a) all of the

following conditions are met:

(a) theinformed consent of their legally designated representative has been obtained;

(b) the incapacitated subjects have received the information referred to Article 48b in a

way that is adequate in view of their capacity toderstand it;

(c) the explicit wish of an incapacitated subject who is capable of forming an opinion

and assessing the information referred to Article 48b to refuse participation in, or to

withdraw from, the performance study at any time, is respectedbyirivestigator;

(d) noincentives or financial inducements are given to subjects or their legally

designated representatives, except for compensation for expenses and loss of earnings

directly related to the participation in the performance study;
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(e) the performance study is essential with respect to incapacitated subjects and data of

comparable validity cannot be obtained in performance studies on persons able to

give informed consent, or by other research methods;

(f) the performance study relates do#y to a medical condition from which the subject

suffers;
(q) there are scientific grounds for expecting that participation in the performance study

will produce:
() adirect benefit to the incapacitated subject outweighing the risks and burdens

involved; or

(i) some benefit for the population represented by the incapacitated subject

concerned when the performance study will pose only minimal risk to, and will

impose minimal burden on, the incapacitated subject concerned in comparison

with the sandard treatment of the incapacitated subject's condition.

The subject shall as far as possible take part in the informed consent procedure.

Point (g)(ii) of paragraph 1 shall be without prejudice to more stringent national rules

prohibiting the conduct of those performance studies on incapacitated subjects, where there

are no scientific grounds to expect that participation in the performance study will produce

a direct benefit to the subject outweighing the risks and burdens involved.

Article 48bb

Performance studies on minors

A performance study on minors may be conducted only where, in addition to the conditions

set out in Article 48aa(6a), all of the following conditions are met:

(a) the informed consent of their legally designated repmatsgive has been obtained;

(b) the minors have received the information referred to in Article 48b in a way adapted

to their age and mental maturity and from investigators or members of the

investigating team who are trained or experienced in working wéthldren;
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(c) the explicit wish of a minor who is capable of forming an opinion and assessing the

information referred to in Article 48b to refuse participation in, or to withdraw from,

the performance study at any time, is respected by the investigator:

(e) the performance study is intended to investigate treatments for a medical condition

that only occurs in minors or the performance study is essential with respect to

minors to validate data obtained in performance studies on persons able to give

informed consent or by other research methods;

(d) noincentives or financial inducements are given to subjects or their legally

designated representatives, except for compensation for expenses and loss of earnings

directly related to the participation in the plErmance study;

(f) the performance study 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;
(@) there are scientific grounds for expecting thparticipation in the performance study

will produce:
() adirect benefit to the minor subject outweighing the risks and burdens

involved:; or

—_—

(i) some benefit for the population represented by the minor concerned when the

performance studyvill pose onlyminimal risk to, and will impose minimal

burden on, the minor concerned in comparison with the standard treatment of

the minor's condition.

(h) The minor shall take part in the informed consent procedure in a way adapted to his

or her age and mental matuty:

() Ifduring a performance study the minor reaches the age of legal competence to give

informed consent as defined in the law of the Member State concerned, his or her

express informed consent shall be obtained before that subject can continue to

participate in the performance study.

Point (g)(ii) of paragraph 1 shall be without prejudice to more stringent national rules

prohibiting the conduct of those performance studies on minors, where there are no

scientific grounds to expect that participatidn the performance study will produce a

direct benefit to the subject outweighing the risks and burdens involved.




Article 48bc

Performance studies on pregnant or breastfeeding women

A performance study on pregnant or breastfeeding women may be condoaigdvhere, in

addition to the conditions set out in Article 48aa(6a,) the following conditions are met:

(a) the performance study has the potential to produce a direct benefit for the pregnant or

breastfeeding woman concerned, or her embryo, foetus aldcdfter birth, outweighing the

risks and burdens involved;

(b) if such a performance study has no direct benefit for the pregnant or breastfeeding woman

concerned, or her embryo, foetus or child after birth, it can be conducted only if:

() aperformancestudy of comparable effectiveness cannot be carried out on women

who are not pregnant or breastfeeding;

(i) the performance study contributes to the attainment of results capable of benefitting

pregnant or breastfeeding women or other women in relatioréproduction or other

embryos, foetuses or children; and

(i) the performance study poses a minimal risk to, and imposes a minimal burden on, the

pregnant or breastfeeding

(c) where research is undertaken on breastfeeding women, particular care is takamoid

any adverse impact on the health of the child.

(d) noincentives or financial inducements are given to subjects, except for compensation for

expenses and loss of earnings directly related to the participation in the performance study;

Article 48bd

Additional national measures

Member States may maintain additional measures regarding persons performing mandatory

military service, persons deprived of liberty, persons who, due to a judicial decision, cannot take

part in performance studies, or payss in residential care institutions.
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Article 48be

Performance studies in emergency situations

By way of derogation from point (€) of Article 48aa(6a), from points (a) and (b) of Article

48ba(1) and from points (a) and (b) of Article 48bb, informednsent to participate in a

performance study may be obtained, and information on the performance studies may be

given, after the decision to include the subject in the performance study, provided that this

decision is taken at the time of the first intemtion on the subject, in accordance with the

clinical performance study plan for that performance study and that all of the following

conditions are fulfilled:

(a)

due to the urgency of the situation, caused by a suddentlifeatening or other

sudden sgous medical condition, the subject is unable to provide prior informed

consent and to receive prior information on the performance study;

there are scientific grounds to expect that participation of the subject in the

performance study will have thpotential to produce a direct clinically relevant

benefit for the subject resulting in a measurable healtated improvement

alleviating the suffering and/or improving the health of the subject, or in the

diagnosis of its condition;

it is not possibd within the therapeutic window to supply all prior information to and

obtain prior informed consent from his or her legally designated representative;

the investigator certifies that he or she is not aware of any objections to participate in

the perfamance study previously expressed by the subject;

the performance study relates directly to the subject's medical condition because of

which it is not possible within the therapeutic window to obtain prior informed

consent from the subject or from hiwr her leqgally designated representative and to

supply prior information, and the performance study is of such a nature that it may

be conducted exclusively in emergency situations

the performance study poses a minimal risk to, and imposes a minimaddron, the

subject in comparison with the standard treatment of a subject condition.

11¢€

EN



I

|

Following an intervention pursuant to paragraph 1, informed consent in accordance with

Article 48b shall be sought to continue the participation of the subject ia gerformance

study, and information on the performance study shall be given, in accordance with the

following requirements:

(a) regarding incapacitated subjects and minors, the informed consent shall be sought by

the investigator from his or her legallgesignated representative without undue delay

and the information referred to in Article 48b shall be given as soon as possible to the

subject and to his or her legally designated representative;

(b) regarding other subjects, the informed consent shalldmeight by the investigator

without undue delay from the subject or his or her legally designated representative,

whichever is sooner and the information referred to in Article 48b shall be given as

soon as possible to the subject or his or her legally glesied representative,

whichever is sooner.

For the purposes of point b) where informed consent has been obtained from the legally

designated representative, informed consent to continue the participation in the

performance study shall be obtained frometlsubject as soon as he or she is capable of

giving informed consent.

If the subject or, where applicable, his or her legally designated representative does not give

consent, he or she shall be informed of the right to object to the use of data olot&iamn

the performance study.

Article 48c
Damage compensation
Member States shall ensure that systems for compensation for any damage suffered by a
subject resulting from participation in a performance study conducted on their territory are
in place n the form of insurance, a guarantee, or a similar arrangement that is equivalent

as regards its purpose and which is appropriate to the nature and the extent of the risk.

12¢
EN



The sponsor and the investigator shall make use of the system referred to aypgyh 1 in
the form appropriate for the Member State concerned where the performance study is
conducted.

Article 49
Application for performance studies

The sponsoof a performance studeferred to in Article 48aa paragraphs 1 and laahall

enterand submitby means of the electronic system referred to in Articleailapplication to

the Member State(s) in which the study is to be conducted accompanied by the documentation
referred to ifPart A, Section 2 of Annex Xll and inAnnex XIll. The electonic system

referred to in Article 51 shall generate a union wide unique single identification number

for this performance study which shall be used for all relevant communication in relation

to the performance study concerned/ithin tendays after recet of the application, the

Member State concerned shall notify the sponsor whether the performance study falls within

the scope of this Regulation and whether the application is complete.

Within one week of any change occurring in relation to the adonentation referred to in
Part A, Section 2 of Annex XII and in Annex XllII, the sponsor shall update the relevant
data in the electronic system referred to irticle 51. The Member State concerned shall

be notified of the update and the changes to tleedments shall be clearly identifiable.

Where the Member State finds that the 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 maximuniesfdays for the sponsor to coremt or to

complete the applicatioMember States may extend this period with a maximum of 20

days where appropriate.
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Where the sponsor has not provided comments nor completed the application within the
time-period referred to in the first subparagraph, the application shalebened to have
lapsed Where the sponsor considers that the application falls under the scdplee
regulation and/or is complete but the competent authority does not agree, the
application shall be considered as rejected. That Member States shall provide for an

appeal procedure in respect of such refusal.

The Member Stateshall notify the spmsor withinfive daysfollowing receipt of the
comments or of theequested additional informatiorwhetherthe performance study

considered as falling within the scope of this Regulation and the applicgattampletel.

The concerned MembeBtatemay also extend the period referred to in paragraph 2 and 3

each by a further 5 days.

For the purposes of this Chapter, the date on which the sponsor is notified in accordance with

paragraph 2r 3 shall be the validatiodate of the applicatioWhere the sponsor is not

notified, the validation date shall be the last day of the time periods referred to in paragraphs
2, 3and 3a

In the period during which the application is being assessed the Member State may teques
additional information from the sponsor. The expiry of the deadline pursuant to the second
indent of paragraph 5(b) shall be suspended from the date of the first request until such
time as the additional information has been received.

The sponsor mastart the performance study in the following circumstances:

(8) inthe case of performanséudies according to Article 48(1)(a) and where the
specimen collection does not represent a major clinical risk to the subject of the study,
unless otherwise ated by national provisionsmmediately after the validation date
of application described in paragraph 4, provided that the competent ethics committee

in the Member State concerned mag issueda negativeopinion valid for that entire

Member Staten accordance withits national law;
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(b) in case operformance studies according to Article 481)(b), (c) and4d8aa(laaa)r
performance studies other than those referred to in subparagraphdga)soon as the
Member State concerned has notified the sponsor of its authorisation and provided
that the competent ethics committee in the Member State concerneddtassueda

negativeopinion valid for that entire Member Stata accordance withits national

law. The Member State shall notify the sponsor of the authorisation within 45 days

after the validation date referred to in paragraph 4.

The Commission shall be empowered to adopt delegated acts in accordance with Article 85

amending or suppleemting, in the light of technical progress and global regulatory

developments the requirements for the documentation to be submitted with the application for

the performance study that is laid down in Chapter | of Annex XIII.

The Commissionrmayadopt implementingacts in accordance with Articl84(3), in order
to assure the uniform application dhe requirements for the documentation to be submitted
with the application for the performance study that is laid down in Chapter | of Annex XiIl|

to the extent necessary to resolve issues of divergent interpretation and practical

application

Article 49a
Assessment by Member States
Member States shall ensure that the persons validating and assessing the application, or
deciding on it, do not hve conflicts of interest, are independent of the sponsor, the
investigators involved and of persons or legal persons financing the performance study, as

well as free of any other undue influence.

Member States shall ensure that the assessment is gln#y by a reasonabl@umber of

persons who collectively have the necessary qualifications and experience.
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Member States shall assess whether the performance study is designed in such a way that

potential remaining risks to subjects or third persaaiter risk minimization, are justified,

when weighed against the clinical benefits to be expected. They shall examine, under

consideration of applicable Common Specifications or harmonized standards, in particular:

(@)

(b)

(©)

(d)

the demonstration of compliance of ¢hdevice(s) for performancetudywith the
applicable general safety and performance requirements, apart from the aspects
covered by the performance study and whether, with regard to these aspects, every
precaution has been taken to protect the health aadety of the subjects. This
includes, in case of performance studies, the evaluation of the analytical
performance, and in case of interventional clinical performance studies, the
evaluation of the analytical performance, clinical performance and sciéatvalidity,
taking into consideration the state of the art;

whether the riskminimisation solutions employed by the sponsor are described in
harmonised standards and, in those cases where the sponsor does not use harmonised
standards, the equivalena# the level of protection to harmonised standards;

the plausibility of the measures planned for the safe installation, putting into service
and maintenance of the device for performance study;

the reliability and robustness of the data generatadhe performance study, taking
account of statistical approaches, design of the performance study and

methodological aspects (including sample size and comparator);

(da) the requirements of Annex Xlll are met.

Member Stateshall refuse the authorisation of the performance study if:

(b)

(ca)

(d)
(e)

the application submitted according to Article 49 paragraph 3 remains incomplete;

the device or the submitted documents, especially the performance study plan and the
investigator's brochuredo not correspond to the state of scientific knowledge, and

the performance study, in particular, is not suitable to provide evidence for the safety,
performance characteristics or benefit of the device on subjects, or

the requirements of Article 4&8a are not met, or

any assessment according to paragraph 3 is negative.

Member States shall provide for an appeal procedure in respect of such refusal.
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Article 49b
Conduct of a performance study
The sponsor and the investigator shall ensure that gexformance study is conducted in

accordance with the approved performance study plan.

In order to verify that the rights, safety and wedking of subjects are protected, that the
reported data are reliable and robust, and that the conduct of theqgrentince study is in
compliance with the requirements of this Regulation, the sponsor shall adequately monitor
the conduct of a performance study. The extent and nature of the monitoring shall be
determined by the sponsor on the basis of an assessmentakes into consideration all
characteristics of the performance study including the following characteristics:

(@) the objective and methodology of the performance study and

(b) the degree of deviation of the intervention from normal clinical practice.

All performance study information shall be recorded, processed, handled, and stored by the
sponsor or investigator, as applicable, in such a way that it can be accurately reported,
interpreted and verified while the confidentiality of records and thegmnal data of the
subjects remain protected in accordance with the applicable law on personal data
protection.

Appropriate technical and organisational measures shall be implemented to protect
information and personal data processed againstuthorised or unlawful access,
disclosure, dissemination, alteration, or destruction or accidental loss, in particular where

the processing involves the transmission over a network.

Member States shall inspect on an appropriate level performancdyssite(s) to check that
performance studies are conducted according to the requirements of this Regulation and to

the approved investigation plan.

The sponsor shall establish a procedure for emergency situations which enables the
immediate identificaibn and, where necessary, an immediate recall of the devices used in

the study.
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Article 51
Electronic ystem on performance studies
The Commission shall, in collaboration with the Member States, sehapageand
maintain an electronic system on n@mance studies:
(aa) to create the single identification numbers for such performance studies

(ab) to be used as an entry point for the submissioratbfapplicationsor _notifications for

performance studieseferred to in Article 49), 52, 53, 5@nd for all other
submission of data, or processing of data in this context;

(b) for the exchange of informatiaelating to performance studies in accordance with
this Regulationbetween the Member States and between them and the Commission
including those according to Article 49a and 54;

(ca) for information by the sponsor according to Article 5kicluding the performance

study report and its summary as required in its paragraph 3

(d) for reporting on serious adverse events and device deficieacidselated updates
referred to in Article 57.

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 accor danc e&36R0140h16 Arti cl e

April 2014 on clinical trials on medicinal products for human use, and repealing Directive

2001/20/EC® as concerns performance evaluation studies of companion diagnastics

The information referred to in paragraph 1, except the informatioeferred to in point b,

which shall only be accessible to the Member States and the Commission, shall be

accessible to the public, through the electronic system referred to in Article 51, unless, for

all or parts of that information, confidentiality of théenformation is justified on any of the

following grounds:

(a) protection of personal data in accordance with Regulation (EC) No 45/2001,

(b) protection of commercially confidentiahformation, especiallyin the investigators
brochure,in particular through taking into account the status of the conformity

assessment for the device, unless there is an overriding public interest in disclosure,

26
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4a.

4b.

(c) effective supervision of the conduct of the performance study by the Member State(s)

concened.

No personal data of subjects participating in performance studies shall be publicly

available.

The user interface of the electronic system referred to in this Article shall be available in all

official languages of the Union.

Article 52

performance studies with devices authorised to bear the CE marking
Where a performance study is to be conducted to further assess devices which are authorised
in accordance with Article 40 to bear the CE marking and within its intended purposedeferr
to in the relevant conformity assemiement pr
performancefollow-u p studydé, the sponsor shal/l noti
30 days prior to their commencement if the study would submit subjects to additionally
invasive or burdensome procedurglse notification shall be made by means of the
electonic system referred to in Article 51. It shall be accompanied by the documentation
referred to in Section 2 of Part A of Annex Xll and in Annex XlllArticle 48aa paragraph
6a points (b) to (h) and (k)Articles 53, 54 and 5Atrticle 57(6)and the releant provisions
of Annexes XlI and XIII shall apply.

If the aim of the performance study regarding a device which is authorised in accordance
with Article 40 to bear the CE marking is to assess such device for a purpose other than that
referred to intie information supplied by the manufacturer in accordance with Section 17 of
Annex | and in the relevant conformity assessment procedure, Artidesa!B8 shall apply.
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Article 53
Substantial modifications to performance studies
1. If the sponsomtends tointroduce modifications to a performance study that are likely to
have a substantial impact on the sgféalthor rights of the subjects or on the robustness or

reliability of the data generated by the study, he shall natithin one weekby means of

the electronic system referred to in Article ie Member State(s) concernetlithe reasons
for and the content of those modifications. The notification shall be accompanied by an
updated version of the relevant documentation referredAomex Xlll in which changes

shall be clearly identifiable

la. The Member State shall assess the substantial modification to the performance study in

accordance with the procedure laid down in Article 49a.

2. The sponsor may implement the modificatiogferred to in paragraph 1 at the earli€st 3
days after notificationunless the Member State concerned has notified the sponsor of its
refusal based oArticle 49a paragraph 4 oconsiderations of public healtfybject and user
safety orhealth of public policyor, the ethics committee concerned has issued a negative

opinion which is valid for that entireMember Statén accordance with its national law

3. The Member State(s) concerned may extend the period referred to in paragraph 2 by a

further 7 days, for the purpose of consulting with experts.

Article 54
Corrective measures to be taken by Member States and informai@hange between Member
States on performance studies
Oa. Where a Member State concerned has grounds for considering tiratrequirements set
out in this Regulation are no longer met, it may at least take the following measures on its
territory:
(&) withdraw or revoke the authorisation of a performance study;
(b) suspend, temporary halt or terminate a performance study;

(c) require the sponsor to modify any aspect of a performance study.
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Ob. Before the Member State concerned takes any of the measures referred to in paragraph Oa
it shall, except where immediate action is required, ask the sponsor and/or the investigator

for their opinion. That opinion shall be delivered within seven days.

Where a Member State hiaken a measure referred to in paragraph Oa or haused, a
performance study , or has been notified by the sponsor of the early termination of a
performane study on safety grounds, that Member State shall commurtluatdecision and
the grounds therefor to all Member States and the Commission by means of the electronic

system referred to in Article 51.

Where an application is withdrawn by the sporm@r to a decision by a Member State, that

information shall be made availablghrough the electronic system referred to in Article 51

toall Member States and the Commission

Article 55

Information by the sponseait the end of a performance study or the event of temporary hait

early termination
1. If the sponsor has temporarily halted a performance studas early terminated a
performance studyhe shall inform the Member States concerned within 15, dangsigh

the electronic system in &cle 51,0f the temporary halir early termination, providing a

justification. In case the sponsor has temporary halted or early terminated the performance
study on safety grounds, he shall inform the Member states concerned thereof within 24

hours.

2. The sponsor shall notify each Member State concerned of the end of a performance study in
relation to that Member State. That notification shall be made within 15 days from the end of

the performance study in relation to that Member State.

2a. 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 performance study. That notification shall be made

within 15 days from the overall end of the performance study.
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Irrespedive of the outcome of the performance stuayithin oneyearfrom the end of the

performance studgr within three months from the early terminatioar_halt, the sponsor
shall submit to the Member States concerhedugh the electronic system referred in

Article 51 a performance study report referred to in Section 2.3.3. of Part A of Annex XII.

It shall be accompanied by a summary presented in terms that are easily understandable to

the intended user. Both the report and summary shall be submitiethe sponsor by means

of the electronic system referred to in Article 51.

Where for scientific reasonst is not possible to submit the performance study report within

one yeamfter the completion of the studyt shall be submitted as soon assiaivailableIn
this case, the clinical performance stuplhan referred to in Section 2.3.2. of Part A of Annex
XIlI shall specify when the results of the performance study are going to be submitted,

together witha justification.

The Commissionshall issue quidelines regarding the content and structure of the

summary of the performance study report.

In addition, the Commission may issue quidelines for the formatting and sharing of raw

data, for cases where the sponsor decides to share raw datavofuntary basis. Those

guidelines may take as a basis and adapt, where possible, existing guidelines for sharing of

raw data in the field of performance studies.

The summary and theeport according to paragraph 3 shall become publicly accessible

through the electronic system, at the latest when the devigegstered according to

article 22band before it is placed on the marken cases of early termination or halt the

summary and the report shall become publicly accessible immediately aftan=sion.

If the device is notegisteredaccording to article 22b within one year after the summary

and the report has been entered into the electronic system according to paragraph 3, they

shall become publicly accessible at that point in time.
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Article 56
performance studies conducted in more than one Member State
By means of the electronic system referred to in Article 51, the sponsor of the performance
study to be conducted in more than one Member State may submit, for the purpose of Article
49, asingle application that, upon receipt, is transmitted electronically to the Member States

concerned .

In the single application, the sponsor shall propose one of the Member States concerned as
coordinating Member Statel’he concerned Member Stateshall , within six day®f

submissiorof the applicationagree on one of them taking the role @he coordinating

Member State. Iithey do not agree on eoordinating Member State, thene proposed by

the sponsor shallake that role The deadlinegeferred to in Article 49 shall start on the day
following thenotification of the coordinating Member State to the sponsor (notification

date).

Under the direction of the coordinating Member State referred to in paragraph 2, the Member
States conceed shall coordinate their assessment of the application, in particular of the
documentation submitted in accordance with Chapter | of Annex XllIl, except for Sections
1.11a.,4.2, 4.3 and 4.4nd Section 2.3.2.(c) of Part A of Annex Xthereof which shall be

assessed separately by each Member State concerned

The coordinating Member State shall:
(aa) within 6 daysof receipt of the single application notify the sponsor that it is the

coordinating Member State (notification date);
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(@) within 10days of the notification date notify the sponsor whether the performance

(©)

study falls within the scope of this Regulation and whether the application is complete,
except for the documentation submitted in accordance with Sedétibhs.,4.2,4.3 and

4.4 of Chapter | of Annex Xlland Section 2.3.2.(c) of Part A of Annex Xfor which

each Member State shall verify the completeness. Article 49(2) to (4) shall apply to the
coordinating Member State in relation to the verification that the rmesioce study

falls within the scope of this Regulation and that the application is comipiatieg

taken into account considerations expressed by the other Member States concerned,
except for the documentation submitted in accordance with Sedtibhs. 4.2, 4.3 and

4.4 of Chapter | of Annex Xlland Section 2.3.2.(c) of Part A of Annex XII

Concerned Member States may communicate to the coordinating Member State any
considerations relevant to the validation of the application within seven days from the
notification date.Article 49(2) to (4) shall apply to each Member State in relation to the
verification that the documentation submitted in accordance with Seétibhs. 4.2,

4.3 and 4.4 of Chapter | of Annex XHhd Section 2.3.2.(c) of Part A of Amx Xl is
complete;

establish the results of its assessment in a draft assessment report to be transmitted
within 26 days after the validation date to the concerned Member States. Until day 38
after the validation date the other concerned Member Statesll transmit their
comments and proposals on the draft assessment report and the underlying
application to the coordinating Member State, which shall take due account of it in
the finalization of the final assessment report, to be transmitted withirdd$s

following the validation date to the sponsor and the concerned Member States. The
final assessment report shall be taken into account by the other Member States
concerned when deciding on the sponsor's application in accordance with Article 49
(5), except for Sectiond..11a.4.2, 4.3 and 4.4 of Chapter | of Annex Xlknd Section
2.3.2.(c) of Part A of Annex XIJ which shall be assessed separately by each Member

State concerned.
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As concerns the assessment of the documentation related to Sedtibha, 4.2, 4.3 and 4.4
of Chapter | of Annex XlIl and Section 2.3.2.(c) of Part A of Annex Xltlone separately
by each Member State, the Member State may request, on a single occasion, additional

information from the sponsorThe sponsor shall submit the re@sted additional

information within the period set by the Member State concerned which shall not exceed 12

days from the receipt of the reque3the expiry of the deadline pursuant paragraph 2 shall

be suspended from the date of the request until sucletas the additional information has

been received.

3a. For devices classified as class C andtBe coordinating Member State may also extend the

periods referred to in paragraph 3 by a further 50 days, for the purpose of consulting with
experts In such ase, the periods referred to in paragraphs 3 of this Article shall apply

mutatis mutandis.

3aa. The Commission may, by means of implementing acts, set out the procedures and
timescales for a coordinated assessment led by the coordinating Member Si@tshall be
taken into account by concerned Member St at
application notification. Such implementing acts may also cover the procedures for
coordinated assessment in the case of substantial modifications pursuant to gy
and in the case of reporting of events pursuant to Article 57(4) or in the case of
performance studies involving companion diagnostics, where the medicinal products are
under a concurrent coordinated assessment of a clinical trial under Regulatiod)(E
536/2014. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 84(3).
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3b. Where the conclusion of the coordinating Member State is that the conduct of the
performance study is acceptable or actape subject to compliance with specific
conditions, that conclusion shall be deemed to be the conclusion of the Member State(s)

concerned.

Notwithstanding the previous subparagraph, a Member State concerned may disagree with
the conclusion of the coordiating Member State concerning the area of joint assessment
only on the following grounds:

(@) when it considers that participation in the performance study would lead to a subject
receiving an inferior treatment than in normal clinical practice in thdember State
concerned,;

(b) infringement of national law;

(c) considerations as regards subject safety and data reliability and robustness submitted

under paragraph 3 point (c).

Where a Member State concerned disagrees with the conclusion, it shall conuamenits
disagreement, together with a detailed justification, through the electronic system referred

to in Article 51 to the Commission, to all Member States concerned, and to the sponsor.

3c. A Member State concerned shall refuse to authorise a perfance study if it disagrees
with the conclusion of the coordinating Member State as regards any of the grounds
referred to in the second subparagraph of paragraph 3b, or if it finds, on duly justified
grounds, that the aspects addressed in Sectibida.4.2, 4.3 and 4.4 of Chapter | of
Annex XlII are not complied with, or where an Ethics committee has issued a negative
opinion which in accordance with the law of the Member State concerned is valid for that
entire Member State. That Member State shall po®/for an appeal procedure in respect
of such refusal.
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3ca. Each Member State concerned shall notify the sponsor through the electronic system

3d.

referred to in Article 51 as to whether the performance study is authorised, whether it is
authorised subjectd conditions, or whether authorisation is refused. Notification shall be
done by way of one single decision within five days from the reporting date. An
authorisation of a performance study subject to conditions is restricted to conditions which

by their nature cannot be fulfilled at the time of thatuthorisation

Where the conclusion of the coordinating Member State report is that the performance
study is not acceptable, that conclusion shall be deemed to be the conclusion of all Member

Statesconcerned.

The substantial modificatiorasreferred to in Article 53 shall be notified to the Member

States concerned by means of the electronic system referred to in Article 51. Any assessment
as to whether there are grounds for refusal as referredgaragraph 3bshall be carried out

under the direction of the coordinating Member Staxeept for substantial modifications
concerning sectiond..11a.,4.2, 4.3 and 4.4 of Chapter | of Annex Xlknd Section

2.3.2.(c) of Part A of Annex XIJ which dhall be assessed by each concerned Member State

on its own
The Commission shall providadministrativesupport to the coordinating Member State in

the accomplishment of its tasks provided for in this Chapter.

Article 56a

Review ofthe coordinatedorocedure

At the latest sixyearsafter the date referred to in Article 9Q), the Commission shalsubmita

report onexperience gained fronthe application of Article 56to the European Parliament and

the Counciland_if necessarypropose a review of Articl@0(3)(e).
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Article 57
Recording and reporting @dversesvents occurring during performance studies
The sponsor shall fully record any of the following:
(@) an adverse event identified in the performance study asattitithe evaluation of the
results of the performance stuagcording to the clinical performance study plan
(b) a serious adverse event;
(c) adevice deficiency that might have led to a serious adverse event if suitable action had
not been taken, iatvention had not occurred, or circumstances had been less fortunate;

(d) new findings in relation to any event referred to in points (a) to (c).

The sponsor shall report to all Member States where a performance study is conducted

without delay any ofhe followingby means of the electronic system referred to in Article

5L

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

(b) a cevice deficiency that might have led to a serious adverse event if suitable action had
not been taken, intervention had not occurred, or circumstances had been less fortunate;

(c) new findings in relation to any event referred to in points (a) to (b).
Thetime period for reporting shall take account of the severity of the event. Where necessary
to ensure timely reporting, the sponsor may submit an initial incomplete report followed up by

a complete report.

Upon request by the Member State concerned, thensor shall provide all information

referred to in paragraph 1.

The sponsor shall also report to the Member States concerned any event referred to in
paragraph 2 occurring in third countries in which a performance study is performed under the
sameclinical performance studylan as the one applying to a performance study covered by

this Regulatiorby means of the electronic system referred to in Article 51
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In the case of a performance study for which the sponsor has used theyspliglktion
referred to in Article 56, the sponsor shall report any event as referred to in paragraph 2 by
means of the electronic system referred to in Article 51. Upon receipt, this report shall be

transmitted electronically to all Member States conakrne

Under the direction of the coordinating Member State referred to in Article 56(2), the Member
States shall coordinate their assessment of serious adverse events and device deficiencies to
determine whether a performance study needs to be terminapdnded, temporarily

halted or modified.

This paragraph shall not affect the rights of the other Member States to perform their own
evaluation and to adopt measures in accordance with this Regulation in order to ensure the
protection of public health arhtient safety. The coordinating Member State and the
Commission shall be kept informed of the outcome of any such evaluation and the adoption of

any such measures.

In the case of posharket performance followip studies referred to in Article 52(ihe

provisions on vigilance contained in Articles 59 to 64 shall apply instead of this Article.

Notwithstanding paragraph 5this Article shall apply where a causal relationship between

the serious adverse event and the preceding performance stuslypéen established.
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Article 58

Implementing acts

The Commission may, by means of implementing acts, adopt the modalities and procedural aspects

necessary for the implementation of this Chapter, as regards the following:

(@)

(b)
(©)

(d)

(e)

(f)

(@)

harmonisecklectronicforms forthe application for performance studies and their assessment
as referred to in Articles 49 and 56, taking into account specific categories or groups of
devices;

the functioning of the electronic system referred to in Article 51,

harmonisecklectronic forms for the notification of posharketperformancefollow-up

studies as referred to in Article 52(1), and of substantial modifications as referred to in Article
53;

the exchange of information between Member States as referred to in Article 54
harmoniseaklectronicforms for the reporting of serious adverse events and device
deficiencies as referred to in Article 57;

the timelines for the reporting of serious adverse events and device deficiencies, taking into
account the severity die event to be reported as referred to in Article 57

uniform application of the requirements regarding the clinical evidence/data needed to
demonstrate compliance with the general safety and performance requirements specified in

Annex I.

Those implenenting acts shall be adopted in accordance with the examination procedure referred to
in Article 84(3).
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Chapter VII

Postmarket surveillanceyigilance and market surveillance

SECTION 01 POST-MARKET SURVEILLANCE
Article 58a
Postmarket surveillancesystem of the manufacturer
For any deviceproportionate to the risk class and appropriate for the type of device,
manufacturersshall plan, establish, document, implement, maintain and update a post
market surveillance system which shallbe anintegpab r t of t he manuf act
management system according to Article 8(6).

The postmarket surveillance system shall be suitable to actively and systematically gather,
record and analyse relevant data on the quality, performance and safety evvecel
throughout its entire lifetime, to draw the necessary conclusions and to determine,

implement and monitor any preventive and corrective actions.

Data gat her ed b ypostnmaket sneveillantcessgsteshallenrpérteular be

used:

(@) to update the benefit risk determination and risk management, the design and
manufacturing information, the instructions for use and the labelling;

(b) to update the performance evaluation;

(c) to update the summary of safety and performance as referrad #ticle 24;

(d) for the identification of needs for preventive, corrective or field safety corrective
action;

(e) for the identification of possibilities to improve the usability, performance and safety
of the device;

(H when relevant, to contributeotthe postmarket surveillance of other devices

(g) to detect and report trends in accordance with Article 59a.

The technical documentation shall be updated accordingly.
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6. Ifin the course of the posinarket surveillance a need for preventive dodcorrective
action is identified, the manufacturer shall implement the appropriate measures and inform

the competent authorities concerned and, where applicable,rtbgfied body . When a

serious incident is identified or a field safety corrective actisnmplemented, this shall be

reported in accordance with Article:59.

Article 58b
Postmarket surveillance plan
The postmarket surveillance system as referred to in Article 58a shall be basea postmarket
surveillance plan, the requirements of whi@re set out in Section 1.1 of Annex lla. The pest

market surveillance plan shall be part of the technical documentation as specified in Annex 1.

Article 58ba

Postmarketsurveillance report

Manufacturers of class A and B deviceiall preparea postmarket surveillanceaeport

summarising the results and conclusions of the analysesof the gatheredpostmarket surveillance

dataaccading to Annexlla together with a rationale and descrigion of any preventiveand

corrective adionstaken. Thereport shall be updated when necessary and made available to the

notified body and the competent authority upon request.

Article 58c
Periodic safety update report
1. Per device and where relevant per category or group of devices, the manufacitrer
devices in class C and Bhall prepare a periodic safety update report summarising the

results and conclusions of the analyses of the gathered-pustket surveillance data
according to Annex lla together with a rationale and description of any preventive and

corrective actions taken.
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Throughout the lifetime of the device concerned this report shall set out:

(a) the conclusion of the benefit risk determination;

(b) the main findings of the Post Market Performance Follewp Report and

(c) the volume of sales afevices and an estimate of the population that use the device

involved and, where practicable, the usage frequency of the device.

Manufacturers of class C and D deviceshall update the reportatleastannually and it

shall be part of the technical documentation asspecified in Annexesll and |l a.

Manufacturers of devices in clas® shall submit reports by means of the electronic system
referred to in Article 64a to the notified body involved in the conformity assessment in
accordance with Articlet0. The notified body shall review the report and add its evaluation
to the database with details of any action taken. Such reports and the notified body

evaluation shall be available to competent authorities through the electronic system.

Manufacturers of devices other than thosereferredto in paragraph2, shall makereports

available to the notified bodyinvavedin the conformity assessient and, upon requestto

compeent authorities.
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1b.

1c.

1d.

SECTION 17 VIGILANCE
Article 59
Reporting ofseriousincidents and field safety corrective actions

Manufacturers of devicemade available on the Union marketther than devices for

performance evaluation, shall repdhrough the electronic system referred to in Artiélés,

the following:

(@) any ®rious incideninvolving devices made available on the Union mar&rtept
expected erroneous resultghich are clearly documented and quantified in the
product information andin the technical documentation and are subject to trend
reporting pursuantto Article 59g

(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 obthen market, if the
reason for the field safety corrective action is not limited to the device made available in

the third country.

As a general rule, the time period for reporting shall take account of the severity of the

serious incident.

Manuacturers shall repoany serious incident aseferred to irpoint (a) immediately
after the manufacturer has establishalle causal relationship with their device or that such
causal relationship is reasonably possible not later than 15 days a&ft they have become

aware of the serious incident

Notwithstanding paragraph 1bin case of a serious public health threat the report shall be
provided immediately, and not later than 2 days after awareness by the manufacturer of
this threat.

Notwithstanding paragraph 1hn case of death or unanticipated serious deterioration in
state of health the report shall be provided immediately after the manufacturer established
or suspected a causal relationship between the device and the seriougimddt not later

than 10 elapsed days following the date of awareness ofgbgous incident
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1f.

1g.

Where necessary to ensure timely reporting, the manufacturer may submit an initial

incomplete report followed up by a complete report.

If after becomng aware of a potentially reportable incident there is still uncertainty about
whether the incident is reportable, the manufacturer shall submit a report within the

timeframe required for that type of incident.

Except in cases of urgency where the mdacturer need to undertake the field safety
corrective action immediately, without undue deldlge manufacturer shall report the field
safety corrective action referred to in paragraph 1, point (b) in advance of the field safety
corrective action beingindertaken.

For similar serious incidentsccurring with the same device or device type and for which the
root cause has been identified or the field safety corrective action implenoentbdre the
incidents are commomand well documentedhe manufacturer may provide periodic
summary reports instead of individwsariousincident reports, on condition that the
coordinating competent authority referred to in Article 61(%) consultation with the
competent authorities referred to in points (apd b) of Article 64a(7), has agreed with the
manufacturer on the format, content and frequency of the periodic summary repiiearg.

a single competent authority is referred to in points (a) and (b) of Article 64a(7), the
manufacturer may providgeriodic summary reports on agreement with that competent

authority.
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The Member States shall take appropriate measudsas targeted information

campaignsto encouragand enablehealthcargrofessionalsusers and patients to report to
their canpetent authoritiesuspected serious incidents referred to in point (a) of paragraph 1.

They shall record reportkat they receiveentrally 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 siigpEected seriouscident

without delay

The manufacturer of the device concerned shall provide to the competent authority of the
Member State where thaerious incideniccurred a reporbn the serious incident in

accordance with paragraph and ensure the appropriate followp. If the manufactrer
considers that the incident is not a serious incident or an increasexpected erroneous
resultswhich will be covered by trend reporting according to Article 59(lieyhall provide

an explanatory statement

If the competent authority does naigree with the conclusion of the explanatory statement,
it may require the manufacturer to provide a report in accordance with this Article and to
take or require the manufacturer to takihe appropriate corrective action.
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Article 59a

Trend reporting
Manufacturers shall repotity means othe electronisystem referred to in Articl&4aany
statistically significantncrease in the frequency or severity of incidents that are not serious
incidents thatould have a significant impact on the ribkrefit analysis referred to in
Sectiond.1 andl.5 of Annex | and which have led or may lead to unacceptable risks to the
health or safety of patients, users or other perespon§ any significant increase in expected
erroneous results established in coparison to thestated performance of the device
according to Annex | Section 11.6.1 (a) and (b) andpecified in the technical

documentation and product information

The manufacturer shall define how to manage these incidents and the methodology used
for determining any statistically significant increase in the frequency or severity of these
events or change in performance, as well as the observation period, in thenpeiet
surveillance plan pursuant to Article 58b.

The competent authoritiemiay conduct their own assessments on the trend reports referred
to in paragraph 1 andequire the manufacturer tadoptappropriate measures in
accordance with the present regulation in order to ensure the protection of public health
and patient safety. Theompetent authority shall inform the Commission, the other
competent authorities and the notified body that issued the certificate, of the results of such

evaluation and of the adoption of such measures.
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Article 61
Analysis of serious incidents andlfisafety corrective actions
Following the reporting of a serious incident pursuant to Article 59(1), the manufacturer
shall without delay perform the necessary investigations of the serious incident and the
concerned devices. This shall include risk assessment of the incident aludstdéety

corrective action taking into account criteria outlined in paragraphe® appropriate

The manufacturer shall ceoperate with the competent authorities and where relevant with
the concerned notified bodguring these investigations and shall nperform any
investigation which involves altering the device or a sample of the batch concerned in a
way which may affect any subsequent evaluation of the causes of the incident prior to

informing the competent authorities of such action.

Member State 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 brougkeirtkritbwledge in
accordance with Article 59 is, at national level, evaluated centrally by their competent
authority, if possible together with the manufactueerd, where relevant, with the notified

body concerned

In the context of the evaluation ferred to in paragraph 0, th@ational competent

authority shallevaluatethe risks arising fromthe reported serious incidenasd field

safety corrective actions, taking into accountghaection of public health andriteriasuch

as causality, detectability and probability of recurrence of the problem, frequency of use of

the device, probability of occurrencedifect or indirectharm and severity dhat harm,

clinical benefit of the device, intended and potential userspapdlation affectedlt 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 actiparticular taking

into account the principle of inhenat safetylaid down in Annex |I.

Upon request by the national competent authority, the manufacturer shall provide for all

documents necessary for the risk assessment.
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2b.

2C.

The competent authonts h a | | monitor the maasefioessct urer 6s
incidentWher e necessary, a competent authority

investigation or initiate an independent investigation.

The manufacturer shall provide a final report to the competent authority setting out its
findings by means ofhe electronic system referred to in Article 64a. The report shall set

out conclusions and where relevant indicate corrective actions to be taken.

In the case of companion diagnostic, the evaluating competent authority or the
coordinating competent ahority referred to in paragraph 5 shall, depending on whether a
national competent authority for medicinal products, or the European Medicines Agency
(EMA), was consulted by the notified body in accordance with the procedures set out in
Section 6.2 of Anex VIII and Section 3.6 of Annex IX, inform that competent authority or
the EMA.

After carrying out theevaluation the evaluating competent authority shall, through the
electronic system referred to in Artiddda, inform without delay the other coreent

authorities of the corrective action taken or envisaged by the manufacturer or imposed on him
to minimise the risk of recurrence of a serious incident, including information on the

underlying serious incidentsaand the outcome of its assessment.

The manufacturer shall ensure thatormation aboutthefield safetycorrective action taken

is brought without delay to the attention of users of the device in quedtipmeans of a

field safety noticeThe field safety notice shall be edited in aniofal Union language or
languages determined by the Member State where the field safety corrective action is taken.
Except in case of urgency, the content of the draft field safety notice shall be submitted to the
evaluating competent authority or, in caseferred to in paragraph 5 of this Article, the
coordinating competent authority to allow them to make comments. Unless duly justified by
the situation of the individual Member State, the content of the field safety notice shall be

consistent in all Menmdr States.
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The field safety notice shall allow the correct identification of the device or devices
involved, including the UDI, and of the manufacturer, including the SRN, that has
undertaken the field safety corrective action. The field safety noticdlshalain, in a clear
manner, without playing down the level of risk, the reasons for field safety corrective action
with reference to the device deficiency or malfunction and associated risks for patient, user

or other person and shall clearly indicatdl@he actions to be taken by users.

The manufacturer shall enter the field safety notice in the electronic system referred to in

Article 64athrough which that notice shall be accessible to the public.

The competent authorities shalbminatea coadinating competent authority to coordinate

their assessments referred to in parag@iphthe following cases:

(@) wherethere is concern regarding a particulaseriousincident or cluster of serious
incidents related to the same device or type of device of the same manufacturer in more
than one Member State;

(b) where theappropriateness of &ield safety corrective actiotiat is proposed by a

manufacturer in more than one Member Stasen queston.

Unless otherwise agreed between the competent authorities, the coordinating competent
authority shall be the one of the Member State where the manufamttinerauthorised

representativéhas his registered place of business.

The competenauthorities shall actively participate in a coordination procedure. This

procedure shall include the following:

- designation of a coordinating authority on a case by case basis, when required;

- a definition of the coordinated assessment process;

- tasksand responsibilities of the coordinating authority and the involvement of other
competent authorities.

The coordinating competent authority shalrough the electronic system referred to in

Article 64a,inform themanufacturer, the other competent auties and the Commission

that it has assumed the role of coordinating authority.
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6. The designation of a coordinating competent authority shall not affect the rights of the other
competent authorities to perform their own assessment and to adopt maeaacesdance
with this Regulation in order to ensure the protection of public health and patient safety. The
coordinating competent authority and the Commission shall be kept informed of the outcome

of any such assessment and the adoption of any sucurasa

7. The Commission shall providadministrativesupport to the coordinating competent

authority in the accomplishment of its tasks under this Chapter.

Article 63a
Analysis of vigilance data
The Commission shall, in collaboration with the Membetages, put in place systems and
processes to proactively monitor the data available in the database referred to in Article 64a, in
order to identify trends, patterns or signals in the data that may identify new risks or safety

concerns.

When a previouslyinknownrisk is identified or the frequencyf an anticipated risksignificantly
and adverselghanges the rislbenefit ratio,the competent authoritpr, where appropriate, the
coordinating competent authoritghall inform the manufacturer, or where applable the

authorised representative, who shadlke the necessary corrective actions

Article 64
Implementing acts
The Commission may, by means of implementing actd,after consultation of the MDCGadopt
the modalities and procedural aspects necg$sathe implementation of Articlés8bato 63 and
64aas regards the following:
(@) typology of serious incidents and field safety corrective actions in relation to specific

devices, or categories or groups of devices;
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(b)

(ba)

(€)

(d)

(e)

the reporting of serious incidents and field safety corrective acfieltssafety notices,

periodic summary reportpostmarket surveillance reportgeriodic safety update reports

and trend reports by manufacturers as referred to in Aré8ea,58¢c, 59,59aand61;

standard structured form$or _electronic and norelectronic reporting,jncluding a

minimum data set for reporting aduspectederiousincidents by healthcare
professionals, users and patients;

timelines for the reporting ofield safety corrective actions, periodic summary reparid
trend reportsby manufacturers, taking into account the severity ofititeedent to be
reported as referred to in Article 59

harmonised forms for the exchange of information betweeampetent authorities as
referred to in Article 61;

proceduredor designationof a coordinating competent authority; the coordinated
assessment process; tasks and responsibilities of the coordinating competent authority

and involvement of other competeauthorities in this process.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 84(3).

Article 64a
Electronic system on vigilan@ad postmarket surveillance
The Commission shall, in collaboration with the Member States, collate and process the
following informationby means of the electronic system set up pursuant to Ar@8le
including a link to the product information in accordance with Article 22a
(@) the reports by manufacturers on serious incidents and field safety corrective actions
referred to in Article 59(1and Article 61(2b);
(b) the periodic summary reports by manufacturers referred to in Article 59(2);
(d) the reports by manufacturers on treneferred to in Articleb9g
(da) the periodic safety update reports referred to in Article 58c;
(e) the field safety notices by manufacturers referred to in Article 61(4);
(H the information to be exchanged between the competent authorities of the Member

States and between them and the Commission in accordance with Article 61®&) and (
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The information collated and processed by the electronic system shall be accessible to the
competent authorities of the Member States, to the Commission and tditieel bodiesthat

issued a certificate for the device in question in accordance with Article 41

The Commission shall ensure that healthcare professionals and the public have appropriate

levels of access to the electronic system.

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 appevetiaidse
arrangements shall be based on reciprocity and make provision for confidentiality and data

protection equivalent to those applicable in the Union.

The reports on serious imlEnts referred to in point (aj Article 59(1),shall be
automaically transmittedupon receiptvia the electronic system, to the competauthority

of the Member Statehere the incident occurred

Trend reports referred to in Article 59a(1) shall be automatically transmitted upon receipt
via the electronicsystem to the competent authorities of the Member States where the

incidents occurred.

The reports on field safety corrective actions referred to in point (b) of Article 59(1) shall be

automatically transmitted upon receipt via the electronic systertheocompetent

authorities of the following Member States:

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

(b) the Member State where the manufactorenis authorised representativieas his

registered placef business

151
EN



The periodic summary reports referred to in Article 59(2) shall be automatically transmitted

upon receipt via the electronic system to the competent authority of the following Member

States:

(@) the Member State(s) participating in the cadination procedure according to Article
61(5) and that agreed on the periodic summary report;

(b) the Member State where the manufacturer or his authorised representative has his

registered place of business.

The information referred to in paragraph$ to 7 shall be automatically transmitted, upon
receipt, through the electronic system, to the notified body that issued the certificate for the
device in question in accordance with Article 43.
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1b.

1c.

1d.

SECTION 217 MARKET SURVEILLANCE

Article 65
Marketsurveillance activities
The competent authorities shall perform appropriate checks @otf@rmity characteristics
and performance of devices including, where appropriate, review of documentation and
physical or laboratory checks on the basis of adequate samples. Themgiaticular, take
account of established principles regarding risk assesamdnisk management, vigilance
data and complaints.

The competent authorities shall draw wgnnual surveillance activities plans and allocate a
sufficient number of competerttuman and material resources needed to carry out those
activities taking nto account the European market surveillance program developed by the

MDCG according to Article 77 and local circumstances.

For the purpose referred to iparagraph 1 the competent authorities
(&) may, inter alia, require economic operators to make available the documentation and
information necessary for the purpose of carrying out their activities and, where

justified, providethe necessary samples of devioesiccess to the devideee of

charge and
(b) shal carry out both announced and, if necessary , unannounced inspectioribef
premises of economic operatoigs well as suppliers and/or subcontractoesd,

where necessary, at the facilities of professional users.

The competent authorities shatirepare an annual summary of the results of the
surveillance activities and make it accessible to other competent authorities by means of the

electronic system referred to in Article 73b.

The competent authoritiesnay confiscate destroy or otherwiseender inoperable devices
presentingan unacceptablerisk or falsified deviceshere they deem it necessamythe

interest of the protection of public health
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Following eachinspectioncarried out under paragraph 1b, the competent authority shall

draw up a report the findings of the inspection in accordance with the legal and technical

requirements applicable under this Requlation and any corrective actions needed.

The competent authority which carried out the inspection shall communicatecih@tent 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 shadl éntered into the

electronic system provided for in Article 73b.

The Member States shall 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 théyuoi#ians of the
electronic system referred to in Article 73b

The competent authoritied the Member States shall coordinate their market surveillance
activities, cooperate with each other and share with each other and with the Commission the
results thereofto provide for a harmonized high level of market surveillance in all Member

States

Where appropriate, the competent authorities of the Member States shall agree-on work

sharing joint market surveillance activitieand specialisation.

Where more than one authority in a Member State is responsible for market surveillance and
externdborder controls, those authorities shall cooperate with each other, by sharing

information relevant to their role and functions.

Where appropriate, theompetent authorities of the Member States shall cooperate with the
competent authorities of thi@buntries with a view to exchanging information and technical

support and promoting activities relating to market surveillance.
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Article 67
Evaluation regarding devices suspectégresenting an unacceptable risk@her non
compliance
Where the compet¢ authorities of a Member State, basedlata obtained byigilanceor market
surveillance activitiesor other information, have reason to believe that a denaygresent a
unacceptableaisk to the health or safety of patients, users or other permsottspther aspects of
the protection of public health, or otherwise does not comply with the requirements laid down in
this Regulation they shall carry out an evaluation in relation te tlevice concerned covering all
the requirements laid down in this Regulation that are relevant to the risk preseatedtbgr
non-compliance ofthe device. The relevant economic operators shall cooperate with the competent
authorities.

Article 68

Procedurefor dealing with devices presenting anacceptableisk to health and safety

1. Where, having performed an evaluation pursuant to Article 67, the competent authorities find
that the device presents anacceptableisk to the health or safety of patients, users or other
personsor to other aspects of the protection of public healtthey shall without delay
require themanufacturer of the devices concerned, his authorised representatives and alll
otherrelevant eonomic operatato take all appropriate and duly justified corrective action
to bring the device into compliance with those requirements, to restrict the making available
of the device on the market, $abject the making available of the device to dpeci
requirementsto withdraw the device from the market, or to recall it within a reasonable
periodthat is clearly defined and communicated to the relevant economic operator

proportonate to the nature of the risk

2.  The competent authorities shalvithout delaynotify the Commissionthe other Member

Statesand thenotified body that issued a certificate in accordance with Article 43 for the
device concernedf the results of the evaluation and of the actions which they have required

the econond operators to take, by means of the electronic system referred to in A8ficle

3. The economic operators shadithout delayensure that all appropriate corrective action is
taken in respect of all the devices concerned that they have made aail#idemarket

throughout the Union.
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Where the relevant economic operator does not take adequate corrective action within the
period referred to in paragraph 1, the competent authorities shall take all appropriate
measures to prohibit or restrictthed i ceds being made avail abl e

withdraw the device from that market or to recall it.

They shall notify the Commissigrihe other Member Statesid thenotified body that issued
a certificate in accordance with Article 43 for éhdevice concernedvithout delay, of those

measures, by means of the electronic system referred to in A3icle

The notification referred to in paragraph 4 shall include all available details, in particular the
data necessary for the identificatiand tracingof the norcompliant devicethe origin of the
device, the nature of and the reasons for theaoompliancealleged and the risk involved, the
nature and duration of the national measures taken and the arguments put forward by the

relevant economic operator.

Member States other than the Member State initiating the procedurendtmalt delay

inform the Commission and the other Member Stditgsneans of the electronic system
referred to in Article 73bof any additionatelevantinformation at their disposal relating to

the noncompliance of the device concerned ahdny measures adopted tyem in relation

to the device concerned. In the event of disagreement witiotifeed national measure, they
shall without delay inform the Commission and the other Member States of their objections,

by means of the electronic system referred to inchr73b.

Where, within two months of receipt of the notification referred to in paragraph 4, no
objection has been raised by either a Member State or the Commission in respgct of a

measurstaken by a Member Stat¢hosemeasursshall be deemetb bejustified.

Where paragraph 7 applies, dllember States shall ensure that appropriate restrigtive
prohibitive measureswithdrawing, recalling or limiting the availability of the device on

their national marketare taken without delay in respef the device concerned.
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Article 69

Procedurefor evaluating national measureat Union level
Where, within two months of receipt of the notification referred to in Article 68(4), objections
are raised by a Member State against a measure talegotiher Member State, or where the
Commission considers the measure to be contrary to Union legislation, the Commissjon shall
after consultingthe concerned competent authorities and, where necessary, the concerned
economic operatorsgvaluate the natiohaneasure. On the basis of the results of that
evaluation, the Commissiomaydecide, by means of implementing acts, whether or not the
national measure is justifie@hose implementing acts shall be adopted in accordance with

the examination procedurefeered to in Article86(3).

If the nationaimeasures considered justified, Article 70(8) shall apply. If the national

measure is considered unjustified, the Member State concerned shall withdraw the measure.

If the Commissionhas not adopted decisionpursuant to paragraph ithin _eight

months of receipt of the notification referred to in Article 68(4jhe national measures

shall be considered to be justified.

Where a Member State or the Commission consider that the risk to headtafetyd

emanating from a device cannot be contained satisfactorily by means of measures taken by
the Member State(s) concernéiie Commissiona the request of a Member State or on its

own initiative, may take, by means of implementing acts, the negemsduduly justified
measures to ensure the protection of health and safety, including measures restricting or
prohibiting the placing on the market and putting into service of the device concerned. Those
implementing acts shall be adopted in accordante tive examination procedure referred to

in Article 84(3).
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Article 71
Other non-compliance
Where, having performed an evaluation pursuant to Article &he competent authorities
of a Member Staténd that a device does not comply with thequirements laid down in
this Regulation but does not present an unacceptable risk to the health or safety of patients,
users or other persons, or to other aspects of the protection of public health stiegdi/
require the relevant economic operator togruend to the necompliance concerned within

a reasonable peridtat is clearly defined and communicated to the economic operator and

that is proportionate to the n@ompliance

Where the economic operator does not put an end to theamopliance within the period

referred to in paragraph 1, the Member State concernedastiadut delaytake all

appropriate measures to restrict or prohibit the product being made availablararkbeor

to ensure that it is recalled or withdrawn from the market. That Member State shall inform the
Commission and the other Member States without delay of those measures, by means of the

electronic system referred to in ArticI8b.

The Commis®n may, by means of implementing acts, elaborate details on the nature of
non-compliances and appropriate measures to be taken by competent authorities to ensure
the uniform application of this Article. Those implementing acts shall be adopted in

accordarce with the examination procedure referred to in Article 86(3).

Article 72

Preventive health protection measures
Where a MembeS$tate after having performed an evaluatigrhich indicates a potential
unacceptableaisk related to a device orspecific category or group of devicesnsiders that
in order to protect the health and safety of patients, users or other persons or other aspects
of public health,the making available on the market or putting into servica dévice ora
specific caggory or group of devices should be prohibited, restricted or made subject to
particular requirements or that such device or category or group of devices should be

withdrawn from the market or recalled , it may take any necessary and justified measures.

15¢
EN



The Member State shall immediately notify the Commission and all other Member States,
giving the reasons for its decisidny means of the electronic system referred to in Article
73h.

The Commissionin consultation with the MDCG and, where necesgathe concerned
economic operatorsshall assess the national measures taken. The Commissipdecide,
by means of implementing actghether the national measures are justified orindhe
absence of a Commission decision within six months frdrait notification, the national
measures shall be considered to be justifi@iose implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 84(3).

Where the assessment referred to in paragraph 3 demesshat the making available on

the market or putting into service of a device, specific category or group of devices should be
prohibited, restricted or made subject to particular requirements or that such device or
category or group of devices shouldviehdrawn from the market or recalled in all Member
States in order to protect the health and safepatients, users or other personstbher

aspects of public health, the Commissimay adopt implementingacts in accordance with

the examination proedure referred to irArticle 84(3)to take the necessary and duly

justified measures.

Article 73

Good administrative practice
Any measure adopted by the competent authorities of the Member States pursuant to Articles
68 to 72 shall state the exact grounds on which it is based. Where it is addressed to a specific
economic operator, it shall be notified without delay to the ecanoperator concerned, who
shall at the same time be informed of the remedies available to him under tretthew
administrative practiceof the Member State concerned and of the time limits to which such
remedies are subject. Where the measure is ofgeswope, it shall be appropriately

published.
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Exceptin cases where immediate action is necessary for reasana@feptablerisk to
humanhealth or safety, the economic operator concerned shall be given the opportunity to
make submissions to the competent authority within an appropriate period ghainie

clearly definedbefore any measure is adopted. If action has been taken witeatdhomic

operator being heard, he shall be given the opportunity to make submissions as soon as

possible and the action taken shall be reviewed promptly thereafter.

Any measure adopted shall be immediately withdrawn or amended upon the economic
operda or s demonstrating that handthahtse devieekisem e f f

compliance with the requirements of this Regulation

Where a measure adopted pursuant to Articles 68 to 72 concerns a product for which a
notified body has beanvolved in the conformity assessment, the competent authorities shall
by means of the electronic system referred to in Article #¥8brm the relevant notified body
and the authority responsible for the notified bodythe measure taken.

Article 73b
Electronic system on market surveillance
The Commission, in collaboration with the Member States, shall set up and manage an
electronic system toollate and process the following information:
(aa) summaries of the results of the surveillance activitregerred to in Article 65(1c);
(ab) the final inspection report as referred to in Article 65(1f);

(@) information in relation to devices presentingumacceptableisk to health and safety
referred to in Article 68(2), (4) and (6);

(c) information in réation to formal norcompliance of products referred to in Article
71(2);

(d) information in relation to preventive health protection measures referred to in Article
72(2)

(e) summaries of the results of the reviews and assessments of the surveillamnzéesct
of the Member States referred to in Article 65(2)
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Theinformationmentioned in paragraph fggints. (a), (c) and (d¥hall be immediately
transmitted through the electronic system to all competent authorities conaathedhere
applicable, to the notified body that issued a certificate in accordance with Article 43 for the

device concernednd be accessible to the Member States and to the Commission.

Information exchanged between Member States shall not be maddigpwhen this may

impair market surveillance activities and eaperation between Member States.

161
EN



Chapter VIII
Cooperation between Member States, Medical Device Coordination

Group, EU reference laboratories, device registers

Article 74
Competent autholigs
1. The Member States shall designate the competent authority or authorities responsible for the
implementation of this Regulation. They shall entrust their authorities with the powers,
resources, equipment and knowledge necessary for the proper erderof their tasks
pursuant to this Regulatiothe Member States shall communictite names and contact
details ofthe competent authorities to the Commission which shall publish a list of competent

authorities.

Article 75
Cooperation
1. The competerauthorities of the Member States shall cooperate with each other and with the
Commissionwhich shall provide for the organisation of exchanges wofformation

necessary to enable this Regulation to be applied uniformly.

2. Member Stateshall with the syport of the Commission participaterhere appropriatgin
initiatives developed at international level with the aim of ensuring cooperation between

regulatory authorities in the field of medical devices.

Article 76
Medical Device Coordination Group
The Medical Device Coordination Group (MDCG) established in accordance with the conditions
and modalities defined in Article &hd 820f Regulation (EU) [Ref. of future Regulation on
medical devices] shall carry out, with the support of the Commissiproagled in Article 79 of

that Regulation, the tasks assigned to it by this Regulation.
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Article 77
Tasks of the MDCG
The MDCG shall have the following tasks:
(@) to contributeto the assessment of applicant conformity assessment bodies and notified bodies
pursuant to the provisions set out in Chapter 1V;

(ac) to advise the Commission, at its request, in matters concerning the coordination group of

Notified Bodies as established pursuant to Article 37;

(c) to contribute to the developmentgifidance aimedt ensuring effective and harmonised
implementatiorof this Regulation, in particular regarding the designation and monitoring of
notified bodies, application of the general safety and performance requirements and conduct
of the performanceevaluation bymanufacturersthe assessment by notified bodaesl the
vigilance activities

(ca) to contributeto the continuous monitoring of the technical progress and assessment
whether the general safety and performance requirements in this Regulation and
Regulaton ( EU) No [ é/ é] éare@appraprais to ersure safetyvandc e s |
performance of in vitro diagnostic medical devices and identify the need to amend Annex I,

(cb) to contribute to the development of in vitro diagnostic medical devices standardsfand
Common Specifications;

(d) to assist the competent authorities of the Member States in their coordination activities in
particular in the fields ofclassificationand regulatory statusf in vitro diagnostic medical
devicesclinical performance studse vigilance and market surveillanioeluding the
development and maintenance of a framework for a European market surveillance
program with the objective of efficiency and harmonisation of market surveillance in the
European Union, in accordance with Aitle 65

(e) to provide advice either on its own initiativeor at requestf the Commissionin the
assessment of any issue related to the implementation of this Regulation;

() to contribute to harmonised administrative practice with regardwiro diagnostic medical

devices in the Member States.
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Article 78
European Union reference laboratories
For specific devices, or a category or group of devices, or for specific hazards related to a
category or group of devices, the Commission aesgignate, by means of implementing acts,
one or more European Union reference laboratories, hereinafter referred to as 'EU reference
laboratories', that satisfy the criteria set out in paragraph 3. The Commission shall only
designate laboratories for whi@a Member State or the Commission's Joint Research Centre

have submitted an application for designation.

Within the scope of their designation, the EU reference laboragivadls where appropriate,
have the following tasks:

(@) to verifythe claimedperformance and theompliance of class D devices with the

applicable CSwhen available, or with other solutions chosen by the manufacturer to

ensure a level of safety and performance that is at least equivalent, as provided for in the

second subparagriamf Article 40(2)

(b) to carry out appropriate tests on samples of manufactured class D devices or batches of
class D devices, as provided for in the Section 5.7 of Annex VIl and in Section 5.1 of
Annex X;

(c) to provide scientific and technical assista to the Commissiothe MDCG, the
Member States and notified bodies in relation to the implementation of this Regulation;

(d) to provide scientific advice regarditige state of the art in relation to specific devices,
or a category or group of devices;

(e) to setup and manage a network of national reference laboratfieesonsulting with
the national authoritiesand publish a list of the participating national reference
laboratories and their respective tasks;

()  to contribute to the developmerftappropriate testing and analysis methods to be
applied for conformity assessment procedaras market surveillance;

(g) to collaborate with notified bodies in the development of best practices for the
performance of conformity assessment procedures;

(h) to provide recommendations on suitable reference materials and reference measurement

procedures of higher metrological order;
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() tocontributeto the development oEommon specifications andf international

standards,
() toprovidescientific opiniongn response to consultations by notified bodies in
accordance with this Regulatiamd publish them by electronic means after

consideration of national provisions on the respect of confidentiality

At the request of a Member State, the Commission may also designate EU reference
laboratories where that Member State wishes to have recourse to such a laboratory to

ensure the verification othe claimed performance anthe compliance of Class C devices

with the applicable CS when available, or with other solutions chosen by the manufacturer
to ensure a level of safety and performance that is at least equivalent.

EU reference laboratories shall satisfy the following criteria:

(&) to haveadequate andppropriately qualified staff with adequate knowledge and
experience in the field of tha vitro diagnostic medical devices for which they are
designated,;

(b) to possess the necessary equipment and reference material to carry out the tasks
assigned to thme;

(c) to have the necessary knowledge of international standactsest practices;

(d) to have an appropriate administrative organisation and structure;

(e) to ensure that their staff observe the confidentiality of the information and data obtained
in carrying out their tasks;

() to act in the public interest amdan independent manner;

(g) to ensure that their staff do not have financial or other interests in the in vitro diagnostic
medical device industry which could affect their impartiality, deckny other direct
and indirect interests they may have in the in vitro diagnostic medical device industry

and update this declaration whenever a relevant change occurs.
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3a. The network of European Union reference laboratories shall satisfy the followenigeria

and the reference laboratories in the network shall coordinate and harmonise their working

methods as regards testing and assessment. This involves:

(@) applying coordinated methods, procedures and processes;

(b) agreeing on the use of same re&rce materials and common test samples and
seroconversion panels;

(c) establishing common assessment and interpretation criteria,

(d) using common testing protocols and assessing the test results using standardised and
coordinated evaluation methods;

(e) using standardised and coordinated test reports;

(H developing, applying and maintaining a peer review system;

(g) organizing regular quality assessment tests (including mutual checks on the quality
and comparability of test results);

(h) agreeing on jointguidelines, instructions, procedural instructions or standard
operational procedures (SOPSs);

() coordinating the introduction of testing methods for new technologies and according
to new or amended CS;

() reassessing the state of the art on the basisahparative test results or by further
studies, as requested by the Commission or a Member State;

4. EU reference laboratories mhg granted a Union financial contribution.

The Commission may adopt, by means of implementing acts, the modalities antbtna

of the grant of a Union financial contribution to EU reference laboratories, taking into account
the objectives of protection of health and safety, support of innovation areffeativeness.
Those implementing acts shall be adopted in accordaticehe examination procedure

referred to in Article 84(3).

5.  Where notified bodies or Member Statequest scientific or technical assistance or a
scientific opinion from an EU reference laboratory, they may be required to pay fees to
wholly or partally cover the costs incurred by that laboratory in carrying out the requested

task according to a set of predetermined and transparent terms and conditions.
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6. The Commission shatipecify by means ofimplementingacts in accordance with Article

84:

(a) detailed rules to facilitate the applicatiof paragraph 2 andetailed rules to ensure
compliance withthe criteria referred to in paragraph 3

(b) setting out the structure and the level of the fees referred to in paragraph 5 which may
be leviedby an EU Reference Laboratory for providing scientific opinions in response
to consultations by notified bodiesd Member States accordance with this
Regulation, taking into account the objectives of protection of human health and safety,

support of imovation and costffectiveness.

7. EU reference laboratories shall be subject to controls, includisif@nisits and audits, by
the Commission to verify compliance with the requirements of this Regulation. If these
controls find that a laboratory it complying with those requirements for which they have
been designated, the Commission, by means of implementinglaatisake appropriate
measures, including threstriction, suspension owithdrawal of the designation.

|

The provisions in Article82(1) of Requlation (EUYNd é / é ] [ on medi cal

apply to the staff of EU reference laboratories.

Article 79
Device registerand data banks
The Commission and the Member States shall take all appropriate measures to etloeurage
establishment afegistersand data bankdor specific types of devicesetting common principles
to collect comparable informatiorSuch registerand data bankshall contribute to the

independent evaluation of the lotgym safety and performance ofvaees.
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Chapter IX

Confidentiality, data protection, funding, penalties

Article 80
Confidentiality
Unless otherwise provided in this Regulation and without prejudice to existing national
provisions and practices in the Member States on confident@llifyarties involved in the
application of this Regulation shall respect the confidentiality of information and data
obtained in carrying out their tasks in order to protect the following:
(@) personal data in compliance wifticle 81;
(b) commercidly confidential informationand trade secretef a natural or legal person,
including intellectual property rightsnless disclosure is in the public interest
(c) the effective implementation of this Regulation, in particular for the purpose of

inspections, investigations or audits.

Without prejudice to paragraph 1, information exchanged between competent authorities and
between competent authorities and the Commission on condition of confidentialityrsitall

be disclosed without priomagreementwith the originating authority .

Paragraphs 1 and 2 shall not affect the rights and obligations of the Commission, Member
States and notified bodies with regard to exchange of information and the dissemination of
warnings, nor the obligatiortdf the persons concerned to provide information under criminal

law.

The Commission and Member States may exchange confidential information with regulatory
authorities of third countries with which they have concluded bilateral or multilateral

confidentality arrangements.
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Article 81
Data protection
1. Member States shall apply Directive 95/46fEt0 the pocessing of personal data carried out

in the Member States pursuant to this Regulation.

2.  Regulation (EC) No 45/2001 shall apply to the processimersonal data carried out by the
Commission pursuant to this Regulation.

Article 82
Levy of fees
1. This Regulation shall be without prejudice to the possibility for Member States to levy fees
for the activities set out in this Regulation, providedt tihhe level of the fees is set in a

transparent manner and on the basis of cost recovery principles.

2. Member Stateshall inform the Commission and the other Member States at least three

months before the structure and level of fees is to be addgtedtructure and level of fees

shall be publicly available on request.

Article 82a
Funding of notified body designation and monitoring activities
la. The cost associated with the joint assessment activities shall be covered by the Commission.
The Comnission shall lay down the scale and structure of recoverable costs and other
necessary implementing rules. Those implementing acts shall be adopted in accordance

with the examination procedure referred to in Article 84(3).

27 This reference should be updated following the agreement between the Institutions on the
directive and regulation on personal data.
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Article 83

Penalties
The MembeiStates shally 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, proportionatdisandsive. The
Member States shall notify those provisions to the Commissio8 mohths prior to the date of
application of the Regulatigrand shall notify it without delay of any subsequent amendment
affecting them.
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Chapter X

Final provisions

Article 84
Committee procedure
The Commission shall be assisted by the Committee on Medical Devices set up by Article 88

of Regulation (EU)Ref. of future Regulation on medical devjces

Where reference is made to this paragraph, Article 4 of Regul&idhNo 182/2011 shall
apply.

Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall
apply.

Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and the third subparagpa of Article 5(4) of Regulation (EU)
No 182/2011 shall apply.

Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011, in
conjunction with Article 4 or Article 5, as appropriate, shall apply.

Article 85
Exercise of the degation
Thepowerto adopt delegated acts is conferred on the Commission subject to the conditions

laid down in this Article.
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The powetto adopt delegated actsferred tan Articles 4(6), 8(2), 15(4), 226j, 43(5)and
49(7)shall be conferred on the Commissiondgperiod of five yearérom the date of entry
into force of this Regulatiorhe Commission shall draw up a report in respect of the
delegated powers not later thanine months before the end of the five year patiorhe
delegation of powers shall be tacitly extended for periods of an identical duration, unless
the European Parliament or the Council opposes such extension not later than three
months before the end of each period.

The delegation of power referréalin Articles 4(6), 8(2), 15(4), 224, 43(5)and 49(7) may

be revoked at any time by the European Parliament or by the Council. A décistmoke

shall put an end to the delegation of the power specified in that decision. It shall take effect
the dg following the publicationof the decisionn the Official Journal of the European

Union or at a later date specified therein. It shall not affect the validity of any delegated acts

already in force.

Before adopting a delegated act, the Commissstall consult experts designated by each

Member State in accordance with the principles laid down in the Interinstitutional
Adreement on Better Lavivaking of 13 April 2016.

As soon as it adopts a delegated act, the Commission shall notify it simukbrieothe

European Parliament and to the Council.

A delegated act adopted pursuant to Articles 4(6), 8(2), 15(4)aR23(5)and 49(7)shall

enter into force only if no objection has been expressed either by the European Parliament or
by the Cound within a period ofthreemonths of natification of that act to the European
Parliament and the Council or if, before the expiry of that period, the European Parliament
and the Council have both informed the Commission that they will not object. That period
shall be extended bghreemonths at the initiative of the European Parliamermf dine

Council.
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Article 86a

Separate delegated acts for different delegated powers

The Commission shall adopt a separate delegated act in respect of each power delegated to it

pursuant to this Reglation.

Article 87
Transitional provisions
From the date of application of this Regulation any publication of a notification in respect of a

notified body in accordance with Directive 98/79/EC shall become void.

Certificates issued by notified bied in accordance with Directive 98/79/EC prior to the entry
into force of this Regulation shall remain valid until the end of the period indicated on the
certificate, except for certificates issued in accordance with Annex VI of Directive 98/79/EC
which dall become void at the latest two years after the date of application of this Regulation.

Certificates issued by notified bodies in accordance with Directive 98/79/EC after the entry
into force of this Regulation shall become void at the latest two géiarshe date of

application of this Regulation.

By way ofderogatiorfrom Directive 98/79/EC, devices which comply with this Regulation
may be placed on the market before its date of application.

Devices which were lawfully placed on the markmtrsuant to Directive 98/79/EC prior to

the date referred to in Article 90(2) may continue to be made available on the market or put

into service until three years after that date.

By way of derogation from Directive 98/79/EC, conformity assessmehéedavhich comply
with this Regulation may be designated and notified before its date of application. Notified
bodies which are designated and notified in accordance with this Regulation may apply the
conformity assessment procedures laid down in this Begn and issue certificates in

accordance with this Regulation before its date of application.
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4a. As regards the devices subject to the procedures laid down in Article 40, paragraphs 2 and

2a, paragraph 4 applies provided that the necessary appointmeEnthe MDCG and expert

panels and of reference laboratories have been made.

5. By way of derogation from Article 10 and points (a) and (b) of Article 12(1) of Directive
98/79/EC, manufacturers, authorised representatives, importers and notifiesl \wowi
during the period fronthe later of the two dates referred to in Article 90(2) and 90(3)(d)
until 18 months aftetthe later of the two dates referred to in Article 90(2) and 90(3)(d)
comply with Article 238) andArticle 2351) and Article 43(4) of tis Regulation shall be
considered to comply with the laws and regulations adopted by Member States in accordance
with Article 10 and points (a) and (b) of Article 12(1) of Directive 98/79/EC as specified in
Commission Decision 2010/227/EU.

6. Authorisatios granted by competent authorities of the Member States in accordance with
Article 9(12) of Directive 98/79/EC shall keep the validity indicated in the authorisation.

7. Until the Commission in line with Article 24 (2) has designated the UDI assigning
entities,GS1 AISBL, HIBCC and ICCBBAshall be considered as designated UDI

assigning entities.

Article 88

Evaluation
No later than five years after the date of applicatibea Commission shall assess the application of
this Regulation and establish an evaluation report on the progress towards achievement of the
objectives othe Regulation including an assessment of resources required to implement this
Regulation Specialattention shall be given to the traceability of devices through the storage,

pursuant to Article 22, of UDI by economic operators, health institutions and health

professionals. The evaluation shall also include a review on the functioning of Article 4a.
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Article 89
Repeal
Directive 98/79/EC of the European Parliament and of the Council is repealed with effect from
[date of application of this Regulatipwith the exception of
- Article 11, point (c) of Article 12(1) and Article 12(2) and 12(8hich are repealed with
effect fromthe later of the two dates referred to in Article 90(2) and 90(3)(d) and
- Article 10 and points (a) and (b) of Article 12(1) of Directive 98/79/EC which are repealed
with effect from18 months aftetthe later of the two dates refeed to in Article 90(2) and

90(3)(d)

Commission Decision 2010/227/EU adopted in implementation of Directives 90/385/EEC,
93/42/EEC and 98/79/EC shall be repealed with effect from the later of the two dates referred to
in Article 90(2) and 90(3)(d)

References to the repealed Directive shall be understood as reference to this Regulation and shall be

read in accordance with the correlation table laid down in Annex XIV.

Article 90
Entry into force and date of application
1. This Regulationshall enteiinto force on the twentieth day after its publication in @fécial

Journal of the European Union
2. It shall apply fromfive years after entry into forte
3. By wayof derogation from paragraph 2 the following shall apply:

(&) Article 23(3) andArticle 43(4) shall apply from [18 months after date of application

referred to in paragraph 2]J;

17¢

EN



(b) Articles 26 to 3&nd Article 74shall apply from $ix months after entry into forke

Article 75 shall apply fronTtwelve months after entry into forgeArticle 78 shall

apply from[six months prior tothe date of application as referred to in paragraph 2

However, prior todlate of application as referred to in paragraph the obligations on
notified bodies emanating from the provisions in Articles®88 shall apply only to
those bodies which submit an applicationdesignationin accordance with Article 29
of this Regulation.

(c) For classD devices Article 22(4) shall apply one year after the date of application of
this regulation. For class B and class C devices Article 22(4) shall apply three years
after the date of application of this regulation. For class A devices Article 22(4) shall
apply five years after the date of application of this regulation.

(d) Without prejudice to the obligations for the Commission in accordance with Article

27a of Requlatioffuture Regulation on Medical devicesArticle 23aand 24, Article
3042, second g@ence, Article 31(9, second subparagraphArticle 32(2), Article
33(5), Article 34(4 fourth and fifth indent Articles 58c(2), S and59a,Article

61(2b), (3) and (4, third subparagraph), Articlé3a,Article 65(1c), () and (2),
Article 68(2)and (4), Article 71(2 last sentencg Article 73(4)and Chapter VI except
Articles 47, 48, 48aa, 48Db, 48ba, 48bb, 48bc, 50c, 48bd, 48be aruf #8s

Requlationshall apply from[five years after entry into force], unless due to

circumstances that could natasonably have been foreseen when drafting the plan

referred to in Article 27a(1bf Regulation[future Regulation on Medical devices] the

European database referred to in Article 27 of that Requlation and the Electronic

system on UDI referred to in Aitle 24a of that Requlation are not fully functional

on [five years after entry into force] in which case thelyall apply fromsix months
after the publication of the notice referred to in Article 27a(8) Regulation [future

regulation on Medicaldevices}]
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(e) The procedure set out in Article 56 shall, during a period of seven years following

the date referred to in Article 90(2) [date of application], apply only to the Member

States concerned which have agreed to it. After this period,ghogedure shall apply

to all Member States concerned by the submission of a single application by the

sponsoaor.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at eeéeeéeé
For the European Parliament For the Council
The President The President
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ANNEXES
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Technical documentation on posharket surveillance
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CE marking of conformity
Information to be submitted with the registration of devices and economic operators in
accordance with Article 2Bandcoredata element® be provided tathe UDIdata base
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Device Identification System
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the subjects of the studies
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laa.

ANNEX |

GENERAL SAFETY AND PERFORMANCE REQUIREMENTS

General requirements

Devices shall achieve the performance intended by the manufacturer and be designed and
manufactured in such a way that, during normal conditions of use, they are suitable for their
intended purpose. Thespnall be safe and effective arghall not compromisthe clinical

condition or the safety of patients, or the safety and health of users or, where applicable, other
persons, provided that any risks which may be associated with their use constitute acceptable
risks when weighed against the benefits to theptaand are compatible with a high level of
protection of health and safetgking into account the generally acknowledged state of the

art.

Therequirementsin this annex to reduce risks as far as possible meaduce risks as far

as possiblevithout adversely affecting the risk benefit ratio.
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la. The manufacturer shall establish, implement, document and maintain a risk

managementsystem

Risk managemenis a continuous iterative process throughout the entire lifecycle of a

device, requiringregular systematic update. It requires a manufacturer to:

(a) establish and document a risk management plan for each device;

(b) identify and analyse the known and foreseeable hazards associated with each
device(c) estimate and evaluate the associatesks occurring during the
intended use and during reasonably foreseeable misuse;

(d) eliminate or control these risks according to the requirementsS#ction?2;

(e) evaluatethe impact of information from the production phase and, in
particular, from the postmarket surveillance system on hazards and their
frequency of occurrence, estimates of their associated risks, as well as on the
overall risk, benefitrisk ratio and risk acceptability.

() basedon the evaluation of the impact of information from éhproduction
phase or the post market surveillance system if necessary amend control

measures in line with the requirements @ection2.

2. Therisk control measuresadopted by the manufacturer for the design araghufacture
of the devices shall conform to safety principles, taking account of the generally
acknowledged state of the art. To reduce risks, the manufacturer shall manage the risks
so that the residual risdlssociated with each hazard as well as the overall résslua
is judged acceptabldn selecting the most appropriate solutions, thm@anufacturer
shallapply the following principles in the priority order listed:

(b) eliminateor reducerisks as far as possiblbrough safe design anthanufacture

(c) where appropriate, takeadequate protection measures, including alafrms
necessaryin relation to risks that cannot be eliminatednd

(d) provideinformation for safety (warnings/precautions/contraindications) and,
where appropriatefraining to users

The manufacturershall inform users of any residual risks.
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2b.

In eliminating or reducing risks related to use error the manufacturer shall apply the

following principles:

T reducing as far as possible the risks related to the ergonomic features afdiiee
and the environment in which the device is intended to be used (design for patient
safety), and

T consideration of the technical knowledge, experience, education, training and use
environment, where applicable, and the medical and physamaiditions of intended

users (design for lay, professional, disabled or other users).

The characteristics and performances of the device shall not be adversely affected to such a
degree that the health or safety of the patient or the user and, wpkcaldp, of other

persons are compromised during the lifetime of the device, as indicated by the manufacturer,
when the device is subjected to the stresses which can occur during normal conditions of use

and has been properly maintained in accordancetwithe  manuf act ur er 6s i n

Devicesshall be designed, manufactured and packaged in such a way that their characteristics
and performance during their intended use will not be adversely affdatétg transport
and storaggfor example, flutuations of temperature and humidity) taking account of the

instructions and information provided by the manufacturer.

All known and foreseeable risks, aady undesirable effects shall be minimised and be

acceptable when weighed againstéivaluatedpotentialbenefits to the patientad/or user

of the intended performance of the device during normal conditions of use.
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6.2.

6.3.

REQUIREMENTS REGARDING PERFORMANCE,DESIGN AND
MANUFACTURING

Performance characteristics

Devicesshall be designed and manufactured in such a wayhténatare suitable for the

purposes referred to in Article 2(2), as specified by the manufacturer, and suitable with

regard to the performance taking account of the generally acknowledged state @afrthe

They shall achieve the performances, as stated by the manufacturer and in particular, where

applicable

(&) the analytical performance, such as , analytical sensitivity, analytical specificity,
trueness (bias)precision(repeatability and reprodudiility), accuracy (resulting
from trueness and precision)imits of detection and quantitation, measuring range,
linearity, cutoff, including determination of appropriate criteria for specimen
collection and handling and control of known relevant endoge and exogenous
interference, crosgeactions; and

(b) the clinical performance, such as diagnostic sensitivity, diagnostic specificity, positive
predictive value,negative predictive value, likelihood ratio, expected values in normal

and affected poplations.

The performance characteristics of the device need to be maintained during the lifetime of the

device as indicated by the manufacturer.

Where the performance of devices depends on the use of calibrators and/or control materials,
the metrological traceability of values assigned to calibrators and/or control materials shall
be assured through suitable reference measurement proceduoessaritdble reference

materials of a higher metrological ord&i/here available, metrological traceability of

values assigned to calibrators and control materials shall be assured to certéfedence

materials or reference measurement procedures .
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64.

7.1

7.2.

7.3.

Characteristicsand performances of the device must be specifically checked when they may
be affectedvhen used for the intended use under normal conditions

- for devices for seltesting, performances obtained by laypersons;

- for devices fomear-patient testing, performances obtained in relevant environments

(for example, patient home, emergency units, ambulances).

Chemical, physical and biological properties

Devicesshall be designed and manufactured in such a way as to ensure the characteristics
and performance referred to in Chapter | 'General Requirements'.

Particular attention shall be paid to the possibility of impairment of analytical performance
due tophysial and/or chemicaincompatibility between the materials used and the
specimens, analyta markerto be detected (such as biological tissues, cells, body fluids and

micro-organisms), taking account of the intended purpose of the device.

Devicesshdl be designed, manufactured and packaged in such a way as to minimise the risk
posed by contaminants and residues to patients, taking account of the intended purpose of the

device, and to the persons involved in the transport, storage and use of tke.devic

Devicesshall be designed and manufactured in such a way as to remladevel as low as
reasonably practicabl¢he risks posed by substancegarticles, including wear debris,
degradation products, processing residutgt may be releaedfrom the device. Special
attention shall be given to substances which are carcinogenic, mutagenic or toxic to
reproduction, in accordance with Part 3 of Annex VI to Regulation (EC) No 1272/2008 of the
European Parliament and of the Countil6 Decembr 2008 on classification, labelling and
packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and
1999/45/EC, and amending Regulation (EC) No 1907/2086d tosubstances having
endocrine disrupting properties for which therecientific evidence of probable serious

effects to human health and which are identified in accordance with the procedure set out in
Article 59 of Regulation (EC) No 1907/2006 of the European Parliament and of the Council
of 18 December 2006 concernitige Registration, Evaluation, Authorisation and Restriction

of Chemicals (REACHY".

28
29

OJ L 353, 31.12.2008, p. 1.
0OJ L 136,29.5.2007, p.3.
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7.4. Devicesshall be designed and manufactured in such a way as to reduce as far as possible the

8.2.

8.3.

8.4.

8.5.

risks posed by the unintentional ingress of substances into the device, taking into account the
device and the nature of the environment in which it is intended ueduk

Infection and microbial contamination

. Devicesand their manufacturing processes shall be designed in such a way as to eliminate or

reduce asar as possibléhe risk of infection to the user or, where applicable, other persons.

The designsall:

(@) allow easy and safe handling;

(b) reduce as far as possible any microbial leakage from the device and/or microbial
exposure during use;

and, where necessary

(c) prevent microbial contamination of the deveiging use and, in the case ofpecimen

receptacles, the risk of contamination of tispecimen.

Deviceslabelled either as sterile or as havingpacific microbial state shall be designed,
manufactured and packaged to ensure that they remain so when placed on the market, and
remain so under the transport and storage conditions specified by the manufacturer, until the
protective packaging is damaged or opened.

Deviceslabelled as sterile shall have been processed, manufagaokdgedand,

sterilised by appropriate kdated methods.

Devicesintended to be sterilised shall be manufactamed packagedn appropriateand

controlled conditiongsnd facilities

Packaging systems for naiterile devices shall maintain the integrity and cleanliness of the
product and, if the devices are to be sterilised prior to use, minimise the risk of microbial
contamination; the packaging system shall be suitable taking account of the method of

sterilisation indicated by the manufacturer.
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8.6.

10.
10.1.

10.2.

The labelling of the deee shall distinguish between identical or similar products placed on
the market in both sterile and neterile conditioradditional to the symbol used to indicate
that a product is sterile

Devices incorporating materials of biological origin

Where evices include tissues, cells and substarafemnimal human or microbial origin,

the selection of sourceshe processing, preservation, testing and handling of tissues, cells
and substances of such origind control procedureshall be carried out sas to provide

safety for user or other person.

In particular, safety with regard tmicrobial and other transmissible agents shall be

addressed by implementation of validated methods of elimination or inactivation in the course
of the manufacturing press. This may not apply to certain devices if the activity of the
microbial and other transmissible agent are integral to the intended purpose of the device or
when such elimination or inactivation process would compromise the performance of the

device.

Construction of devicesand interactionwith their environment

If the deviceis intended for use in combination with other devices or equipment, the whole
combination, including the connection system, shall be safe and shall not impair thedpeci
performances of the devices. Any restrictions on use applying to such combinations shall be

indicatedon the label and/or in the instructions for use.

Devicesshall be designed amdanufacturedn such a way as to remove or reduce as far as

possible :

(@) the risk of injury in connection with their physicéatures including the
volume/pressure ratio, dimensionahdwhere appropriateergonomic features

(c) risksconnectedvith reasonablyforeseeable external influences or environmental
conditions, such as magnetic fields, external electrical and electromagnetic effects,
electrostatic dischargeadiation associated with diagnostic or therapeutic
procedurespressure, humidityemperaturgvariationsin pressure and

accelerationor radio signal interferences;
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(d) the risks associated with the use of the device when it comes into contact with
materials, liquids, and substances, including gases, to which it is exposed during norma
conditions of use;

(e) the risksassociatedavith the possible negative interaction between software and the
environment within which it operates and interacts;

(H the risks of accidental ingress of substances into the device;

(g) the risk of incorretidentification of specimensnd the risk of erroneous results due
to, for example,confusing colour and/or numeric and/or character codings on
specimen receptacles, removable parts and/or accessories used with devices in order
to perform the test or agy as intended,;

(h) the risks of any foreseeable interference with other devices.

10.3. Devicesshall be designed and manufactured in such a way as to minimise the risks of fire or
explosion during normal use and in single fault condition. Particukamtain shall be paid to
devices whose intendedseincludes exposure to or use in association with flammable

explosivesubstances or substances which could cause combustion.

10.4. Devicesshall be designed and manufactured in such a way that adptsiralibration, and
maintenance can be done safahy effectively

10.5. Devicesthat are intended to be operated together with other devices or products shall be
designed and manufactured in suglvay that the interoperabilitgnd compatibility are
reliable and safe.

10.6. Devices shall be designed and manufactured in such a way as to facilitate the safe disposal of
the device and/orelatedwaste substances by the user, or other pefspthat end
manufacturersshall investigate and test pcedures and measures by which their devices
can be safely disposed after use. These procedures shall be described in the instructions for

use.
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10.7

11.
11.1.

11.2.

12.
12.1.

12.2.

12.3.

The measuring, monitoring or display scale (including colour change and other visual
indicators) shall beesigned and manufactured in line with ergonomic principles, taking
account of the intendguurposepusers and theenvironmentalconditionsin which the

devices are intended to be used

Devices with a measuring function
Deviceshaving a primary analytical measuring function shall be designed and manufactured

in such a way as to providgpropriate analytical performancg_accordance withAnnex

[, I 6.1 first indent , taking into account the intended purpose of the device

The measurements made by devices with a measuring function and expressed in legal units

shall conform to the provisions of Council Directive 80/181/EEC

Protection against radiation

Devicesshall be designed, manufactured and packaged in such a way that exposur of user
or other persons to radiation (intended, unintended, stray or scattered) is reduced as far as
possible, compatible with the intended purpose, whilst not restricting #pplication of

appropriate specified levels for diagnostic purposes

When devices are intended to ehdizardous, opotentiallyhazardous, ionizing and/or

non-ionizing radiation, they shall as far as possible be:
(a) designed and manufacturedsuch a way as to ensure that the characteristics and the
guantity of radiation emitted can be controlled and/or adjusted; and

(b) fitted with visual displays and/or audible warnings of such emissions

The operating instructions for devices emittimzardousor potentially hazardousadiation

shall give detailed information as to the nature of the emitted radiation, means of protecting
the user, and on ways of avoiding misuse andediucingthe risks inherento installation

as far as possibland appropriate Information regarding the acceptance testing, the
performance testing and the acceptance criteria shall also be specified, as well as the

maintenance procedure

30
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13. Electronic programmable systemsDevicesthat incorporate electronic ppgrammable

systems&nd software that are devices in themselves

13.1. Devicesthatincorporatean electronic programmable systeintluding software, or

software that are devices in themse)wdsall be designed to ensure repeatability,

reliability and performance according toithetendeduse In the event of a single
fault condition, appropriate means shall be adopted to eliminate or reduce as far as
possible consequent riskssimpairmentof performance

13.2.For devices that incorporate software or for software that are devices in themselves, the
software shall be developed and manufactured according to the state of the art taking into
account the principles of development life cycigk managemenincluding information

security,verification and validation.

13.3. Software referred to in this Section that are intended to be used in combination with mobile

computing platforms shall be designed and manufactured taking into acoespetific

features of the mobile platform (e.q. size and contrast ratio of the screen) and the external

factors related to their use (varying environment as regards to level of light or noise).

13.3a. The manufacturer shall describe minimum requiremerda hardware, IT networks

characteristics and IT security measures, including protection against unauthorised

access, necessary to run the software as intended.

14. Devices connected to oequippedwith an energy source
14.1. For devices connected to equippedwvith an energy source, in the event of a single fault
condition, appropriate means shall be adopted to eliminate or reduce as far as possible

consequent risks

14.2. Deviceswhere the safety of the patient depends on an internal power suplbes
equipped with a means of determining the state of the power sapglgn appropriate
warning or indication if, orif necessary before, the capacity of the power supply

becomes critical

18¢
EN



14.3. Devicesshall be designed and manufactured in such a way as to reduce as far as possible
the risks of creating electromagnetic interference which could impair the operation of this

or other devices or equipment in the intended environment.

14.4. Devicesshallbe designed and manufactured in such a way as to provide an adequate level

of intrinsic immunity to electromagnetic disturbance to enable them to operate as intended.

14.5. The devices shall be designed and manufactured in such a way as to avoids as far a

possible, the risk of accidental electric shocks to the asether person both during

normal use of the device and in the event of a single fault condition in the device, provided

the device is installed and maintained as indicated by the manufacture

15. Protection against mechanical and thermal risks
15.1. Devicesshall be designed and manufactured in such a way as to protect the user, or other
person against mechanical risks.

15.2. Devicesshall be sufficiently stable under the foreseen operating conditions. They shall be
suitable to withstand stresses inherent in the foreseen working environment, and to retain this
resistance during the expected lifetime of the devices, subject to pegtios and

maintenance requirements as indicated by the manufacturer.

15.3. Where there are risks due to the presence of moving parts, risks due tojorak
detachment, or leakage of substances, then appropriate protection means shall be

incorporated.

Any guards or other means included with the device to provide protection, in particular
against moving parts, shall be secure and shall not interfere with access for the normal
operation of the device, or restrict routine maintenance of the deviceadadtby the

manufacturer.
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15.4. Devicesshall be designed and manufactured in such a way as to reduce to the lowest possible
level the risks arising from vibration generated by the devices, taking account of technical
progress and of the means availdblelimiting vibrations, particularly at source, unless the

vibrations are part of the specified performance.

15.5. Devicesshall be designed and manufactured in such a way as to reduce to the lowest possible
level the risks arising from the noise emutf taking account of technical progress and of the
means available to reduce noise, particularly at source, unless the noise emitted is part of the

specified performance.

15.6. Terminals and connectors to the electricity, gas or hydraulic and pneunmeay supplies
which the user or other person has to handle shall be designed and constructed in such a way

as to minimise all possible risks.

15.7. Errors likely to be made when fitting or refitting certain parts which could be a source of risk
shall be made impossible by the design and construction of such parts or, failing this, by

information given on the parts themselves and/or their housings.

The same informatiorshall be given on moving parts and/or their housings where the

direction of movemet needs to be known in order to avoid a risk.

15.8. Accessible parts of devices (excluding the parts or areas intended to supply heat or reach
given temperatures) and their surroundings shall not attain potentially dangerous temperatures

under normal caditions of use.
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16.

16.1.

16.2.

16.3.

Protection against the risks posed by devices intended for se#fsting or nearpatient

testing

Devicesintended for selesting or neapatient testing shall be designed and manufactured

in such a way that they perform appropriately for their intended purpose taking into account
the skills and the means available to the intended user and the influsmtiegdrom

variation that can be reasonably anticipated in the intended user's technique and environment.
The information and instructions provided by the manufacturer shall be easy for the intended
user to understand and appiyorder to correctly intepret the result provided by the device

and to avoid misleading information. In the case of neaatient testing the information

and the instructions provided by the manufacturer shall make clear the level of training,
qualifications and/or experience redred by the user

Devicesintended for selesting or neapatient testing shall be designed and manufactured

in such a way as to

- ensure that the devicean be usedafely andaccurately by the intended user at
all stages of the procedufenecessaryfter appropriate training and/or
information; 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.

Devicesintended for selfesting and negpatient testing shall, whefeasible, 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 héaled to provide a valid result.
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. REQUIREMENTS REGARDING INFORMATION SUPPLIED WITH THE DEVICE

17. Label and instructions for use

17.1. General requirements regarding the information supplied by the manufacturer
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, , or
other person, as appropriate. Such information may appear on the delcentshe
packaging or in the instructions for ug@d shall, if the manufacturer has a website, be

made available and kept up to date tre websitetaking into account the following:

() Themedium,format,content legibility, and location of the kel and instructions for
use shall be appropriate to the particular device, its intended purpose and the technical
knowledge, experience, education or training of the intended user(s). In particular,
instructions for use shall be written in terms readiigerstood by the intended user

and, where appropriate, supplemented with drawings and diagrams.

(i)  Theinformationrequired on the label, shall be provided on the device itself. If this is
not practicable or appropriate, some or all of the informatiag appear on the
packaging for each unitf individual full labelling of each unit is not practicable, the

information shall be set oubn the packaging of multiple devices.

Wheremultiple devices with the exception of devices intended for stdétingor near-
patient testingare supplied to a single user and/or location, a single copy of the
instructions for use may be provided if so agreed by the purclvasen any case may
request further copies to be providege of charge

(i) In duly justified and exceptional cases instructions for use may not be needed or may be
abbreviated if the device can be used safely and as intended by the manufacturer

without any such instructions for use.

(iv) Labels shall be provided in a humegradable formatind maybe supplemented by
machinereadableinformation, such as radifrequency identification (RFID) or bar
codes.
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(v)

(vi)

(vii)

(viii)

(ix)

When the device is intended for professional use only, instructions for use may be
provided to the user in nguaper format (e.g. el&onic), except when the device is
intended for neapatient testing.

Residual risks which are required to be communidaidide user and/or other person
shall be included as limitations, precautions or warnings in the information supplied by

the manufacturer.

Where appropriatethe informationsupplied by the manufactureshall take the form

of internationally recognised symbptaking into account the intended useréiny

symbol or identification colour used shall conform to the harmdrsszndards or CS.

In areas for which no standards or CS exist, the symbols and colours shall be described

in the documentation supplied with the device.

In the case of devices containing a substance or a mixture which may be considered as
being dagerous, taking account of the nature and quantity of its constituents and the
form under which they are present, relevant hazard pictograms and labelling
requirements of Regulation (EGp 1272/2008 shall apply. Where there is insufficient
space to puall the information on the device itself or on its label, the relevant hazard
pictograms shall be put on the label and the other information required by that

Regulation shall be given in the instructions for use.

The provisions of Regulation (EGJo 1907/2006 on the safety data sheet shall apply,
unless all relevant information as appropriate is already made available by the

instructions for use.
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17.2.Information on the label

Thelabel shall bear thisllowing particulars :

(i)
(ii)

(iii)

(iv)

(V)

(vi)

(vii)

(viii)

(ix)

(x)

(xi)

(xii)

(xiii)

The name or tradeame of the device.

The details strictly necessary for the user to identify the device and, where it is not
obvious for the user, the intended purpose of the device;

The name, registered trade name or registered trade mark of the manufacturer a
the address of his registered place of business

If the manufacturer has his registered place of business outside the Urtioa
nameand addres®f the authorised representatiye

An indication that the device ian in vitro diagnostic medical deviceor if the

device is a 'device for performangtudy, an indication of that fact

The batch code/lot number or the serial number of the device preceded by the word
LOT or SERIAL NUMBER or an equivalent symbol, as appropriate.

the unique device identification (UDdtarrier according to Article 22 and

Annex V Part C

An unambiguous indication of the date until when the device may be used safely,
without degradation of performance, expressed at least as the year, the rdonth an
where relevant, the day, in that order;

Where there is no indication of the date until when it may be used safelgatbef
manufacture. Thidateof manufacture may be included as part of the batch or serial
number, provided the date is clgadentifiable.

Where relevant, an indication of the net quantity of contents, expressed in terms of
weight or volume, numerical count, or any combination of these, or other terms
which accurately reflect the contents of the package;

An indication of any special storage and/or handling condition that applies.

Where appropriate, an indication of the sterile state of the device and the sterilisation
method, or a statement indicating any speamrobial state or state of cleanliness;
Warnings or precautions to be taken that need to be brought to the immediate

attention of the usef the deviceor to anyother person. This information may be

kept to a minimum in which case more detailed information shall appear in the

instructions fouse taking into account the intended users
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(xiiia)

(xiv)

(xv)

(xvi)

(xvia)

(xviii)

(xix)

(xixa)

If the instructions for use are not provided in paper form in accordance with

Section 17.1(v), a reference to their accessibility (or availability), and where

applicable the website address where thay be consulted;

Where applicable, any particular operating instructions;

If the device is intended for single use, an indication of that fact. A manufacturer's

indication of single use shall be consistent across the Union;

If the devicas intended for selfesting or neapatient testing, an indication of that

fact;

Where rapid assays are not intended for selfting or nearpatient testing, the

explicit exclusion hereof;

Where device kits include individual reagents and articlesatieaimade available as

separate devices, each of these devices shall comply with the labelling requirements

contained in this Secticand with the requirements of this Regulation

The devices and separate components shall be identified, vdpgkcablein terms

of batches, to allow all appropriate action to detect any potential risk posed by the

devices and detachable componeAtsfar as practicable and appropriate, the

information shall be set out on the device itself and/or, where appropriate, on the

sales packaging.

The label for devices for setkesting shall bear the following particulars:

(@) The type of specimen(s) required to perform the test (e.g. blood, urine or
saliva);

(c) The need for additional materials for the test to function properly;

(d) Contact details for further advice and assistance.

The name of devices for setésting shall not reflect an intended purpose other

than that specified by the manufacturer.
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17.2a. On the sterile packaging:

17.3.
17.3.1.

The following particulars shall appeaon the sterile packaging

()
(b)
(c)
(d)
(e)
(f)
(9)
(h)

an indication permitting the sterile packaging to be recognized as such,
a declarationthat the device is in a sterile condition,

the method of @rilization,

the name and address of the manufacturer,

a descriptionof the device,

the month and year of manufacture,

an indication of the time limit for using the device safely,

an instruction to check the Instructions For Use favhat to do if the sterile

packaging is damaged etc.

Information in the instructions for use

The instructions for use shall contain the following particulars:

()
(ia)
(ii)

The name or trade name of the device;

The details strictly necessary féie user to uniquely identify the device;
The devicebs intended purpose:

- what is detected and/or measured;

- its function (e.q. screening, monitoring, diagnosis or aid to diagnosis

prognosis prediction, companion diagnostic

- the specificinformation that is intended to be provided in the context of:

a physiologicalor pathological state;

congenital physical or mental impairments

=  thepredispositionto a medical condition or a disease;
= thedeterminationof the safety and compatibility with potential
recipients;
=  thepredictionof treatment response or reactions;
= thedefinition or monitoring of therapeutic measures;
- whether it is automated or not;
- whether it is qualitative, serguantitative or quatitative;
- the type of specimen(s) required; and
- where applicable, the testing population.
- for companiondiagnostics, the INN (International Norproprietary Name)

of the associated medicinal product for which it is a companion test.
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(i)  An indication that the device ian in vitro diagnostianedical device or if the
device is a 'device for performangtudy’ an indication of that fact

(iv) The intended user, as appropriate (sedf-testing, near patient and laboratory
professionaluse,healthcare professionals);

(v) The test principle;

(vi) A description of the calibrators and controls and any limitation upon their use (e.g.
suitable for a dedicated instrument only);

(via) A description of the reagents and any limitation upon these (e.q. suitable for a

dedicated instrument only) and thedmposition of the reagent product by nature

and amount or concentration of the active ingredient(s) of the reagent(s) or kit as

well as a statement, where appropriate, that the device contaimsrangredients

which might influence the measurement;

(vii) A list of materials provided and a list of special materials required but not provided,

(viii) For devices intended for use combination with or installed with or connected to
other devicesind/or general purpose equipment:

- information to identify such devices or equipment, in order to obtain a
validated andsafe combinationncluding key performance characteristics,
and/or

- information on any known restrictions to combinations of deaces
equipment.

(ix) An indication of any special storage (e.g. temperature, light, humidity, etc.) and/or
handling conditions which apply;

(x) In-use stability which may include the storage conditions, and shelf life following the
first opening of the pmary container, together with the storage conditions and
stability of working solutions, where this is relevant;

(xi) If the device is supplied as sterile, an indication of its sterile state, the sterilisation
method and instructions in the event of thexikt packaging being damaged before

use;
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(xi) Information that allows the user to be informed of any warnings, precautions,
measures to be taken and limitations of use regarding the device. This information
shall cover, where appropriate:

- warnings, pecautions and/or measures to be taken in the event of malfunction
of the device or its degradation as suggested by changes in its appearance that
may affect performance;

- warnings, precautions and/or measures to be taken in regards to the exposure to
ressonably foreseeable external influences or environmental conditions, such
as magnetic fields, external electrical and electromagnetic effects, electrostatic
discharge, radiation associated with diagnostic or therapeutic procedures,
pressure, humidity, oetnperature;

- warnings, precautions and/or measures to be taken in regards to the risks of
interference posed by the reasonably foreseeable presence of the device during
specific diagnostic investigations, evaluations, therapeutic treatment or other
procedires (e.g. electromagnetic interference emitted by the device affecting
other equipment);

- precautions related to materials incorporated into the device that are
carcinogenic, mutagenic or toxic, or that have endocrine disrupting properties
or that couldesult in sensitisation or allergic reaction of the patient or user;

- if the device is intended for single use, an indication of that fact. A
manufacturer's indication of single use shall be consistent across the Union;

- if the device is reusable, infoation on the appropriate processes to allow
reuse, including cleaning, disinfection, decontamination, packaging and, where
appropriate, the validated method ofsterilization. Information shall be
provided to identify when the device should no longerdosed, e.g. signs of
material degradation or the maximum number of allowable reuses.

(xiii) Any warnings and/or precautions related to potentially infectious material that is
included in the device;

(xiv) Where relevant, requirements for special facsitje.g. clean room environment) or
special training (e.g. radiation safety), or particular qualifications of the device

intended user;
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(xv)

(xvi)

(xvii)

(xviii)

(xix)

(xx)

(xxi)

Conditions for collection, handling, and preparation of the specimen;

Details of any preparatory treatment or handling of the device before it is ready

for use (e.qg. sterilisation, final assembly, calibration, ébc.bhe device to be

used as intended by the manufacturer

The information needed to verify whether thevice is properly installed and is

ready to perform safely and as intended by the manufacturer, together with, where

relevant:

- details of the nature, and frequency, of preventative and regular
maintenance, including cleaning and disinfection;

- identification of any consumable components and how to replace them;

- information on any necessary calibration to ensure that the device operates
properly and safely during its intended lifetime;

- methods of mitigating the risks encountered by persons invaived
installing, calibrating or servicing devices.

Whereapplicable, recommendations for quality control procedures;

The metrological traceability of values assigned to calibrators and control

materials, including identification ofppliedreference materials and/or reference

measurement procedures of higher oaded information regardingmaximum

(seli-allowed)batch to batch variation provided with relevant figures and units

of measure

Assay procedure including calculations and intetgion of results and where

relevant if any confirmatory testing shall be considevgiere applicable, the

instructions for use shall be accompanied imformation regarding batch to

batch variation provided with relevant figures and units of measure
Analytical performance characteristics, suclamaalytical sensitivity,analytical
specificity, trueness (bias), precision (repeatability and reproducibility),
accuracy (resulting from trueness and precisioti)nits of detection and
measurement rangé€information needed for the control of known relevant
interferencesgrossreactions andimitations of the methogd measuring range,
linearity and information about the use of available reference measurement

procedures and materials by the user;
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(xxia)

(xxib)

(xxii)

(xxiii)

(xxiv)

(xxv)

(xxvi)

(xxvii)

(xxviii)

(xxix)

Clinical performance characteristics as defined in Chapter Il Section 6.1. of

this Annex;

The mathematical approach upon which the calculation of the analytical result

is made;

Where relevant, clinical performance characteristics, suthreshold value,

diagnostic sensitivity and diagnostic specificppsitive and negative predictive

value

Where relevant, reference intervalsnormal and affected populations

Information on interfering substances or limitations (e.g.atiswidence of

hyperlipidaemia or haemolysis, age of specimen) that may affect the performance

of the device;

Warnings or precautions to be taken in order to facilitate the safe disposal of the

device, its accessories, and the consumables used vifithny. This information

shall cover, where appropriate:

- infection or microbial hazards (e.g. consumables contaminated with
potentially infectious substances of human origin);

- environmental hazards (e.g. batteries or materials that emit potentially
hazardous levels of radiation);

- physical hazards (e.g. explosion).

The name, registered trade name or registered trade mark of the manufacturer and

the address of his registered place of business at which he can be contacted and

his location be gablished, together with a telephone number and/or fax number

and/or website address to obtain technical assistance;

Date of issue of the instructions for use or, if they have been revised, date of issue

and identifier of the latest revision oftimstructions for usevith a clear

indication of the introduced modifications

A notice to the usehat any serious incident that has occurred in relation to the

device shall be reported to the manufacturer and the competent authority of the

Member State where the user and/or the patient is established;

Where device kits include individual reagents and articles that may be made
available as separate devices, each afdlievices shall comply with the
instructions for use requirements contained in this Seanonwith the

requirements of this Regulatian
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17.3.1a.In the case of the following devices, other than devices for performastalies the

instructions for use shall also contaira link to website where the summary of safety and

performance is made available to the public via Eudamed, according to Article 24

() companion diagnostic intended to be used to assess the patient eligtioila
treatment with a specific medicinal product;

(i) devices intended to be used in screening for or in the diagnosis of cancer;

(i) devices intended for human genetic testing of class C

17.3.2 In addition, the instructions for use for devices inshfor seHtesting shall comply with

the following principles:

(i) Details of the test procedure shall be given, including any reagent preparation,
specimen collection and/or preparation and information on how to run the test and
interpretthe results;

(ia) Specificparticulars may be omitted provided that the other information supplied
by the manufacturer is sufficient to enable the user to use the device and to
understand the result(s) produced by the device;

(ib) Thed e v i intemdied purpose shallrpvide sufficient information to enable the
user to understand the medical context and to allow the intended user to make a
correct interpretation of the results;

(i)  The resultsshall be expressed and presented in a way that is readily understood by
theintended user;

(i) Information shall be provided with advice to the user on action to be taken (in case
of positive, negative or indeterminate result), on the test limitations and on the
possibility of false positive or false negative result. Infororaghall also be
provided as to any factors that can affect the test result (e.g. age, gender,

menstruation, infection, exercise, fasting, diet or medication);
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(iv) for devices intended for seiésting, the information provided shall include a

(v)

statementlearly directing that the user should not take any decision of medical
relevance without first consulting the appropriate healthcare professional

information on disease effects and prevalenaad, where available, information

specific to the Member Stafs) where the device is placed on the market on where
a user can obtain further advice (e.g. national helplines, websites,;etc.)

for devices intended for setésting used for the monitoring opaeviously
diagnosedexisting diseaser condition, the information shall specify that the patient

should only adapt the treatment if he has received the appropriate training to do so.
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ANNEX Il

TECHNICAL DOCUMENTATION

The technical documentati@md, if applicable, the summathereofto be drawn up bthe

manufactureshall be presented in a clear, organised, readily searchable and unequivocal way

and shall include in particular the elemendisscribed in this Annex.

1.1.

DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND
ACCESSORIES

Device description and specification

(@)

(b)

(©)

product or trade name and a general description of the device including its intended
purposeand intended user;

the Basic UDI device identifieas referred to in item (i) of point (a) of Article 24(1)
and in Part C of annex Vattributed by the manufacturer to the device in question, as
soon as identification of this device shall be based on a UDI system, or otherwise clear
identification by means of product code, catalogue number or other unambiguous
referencaallowing traceability;
the intended purpose of the device which may include:
0) what is detected and/or measured;
(i) its function (e.g. screening, monitoring, diagnosis or aid to diagnosis,

prognosis, prediction, companion diagnoskic

(i) the specific disorder, condition or risk factor of interest that it is intended to
detect, define or differentiate;

(iv) whether it is automated or not;

(V) whether it is qualitative, serguantitative or quantitative;

(vi) the type of specimen(s) required;

(vii) where applicable, the testing population;

(viii)  the intended user.

(viiia) in addition, for companion diagnostics, the relevant target population and

the associated medicinal product(s).
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(d) the description of the principle of the assay methothermrinciples of operatioof the
instrument,

(da) the rationale for the qualification of the product as a devjce

(e) the risk class of the device atitk justification ofthe classification rulg) applied
according to Annex VII;

(H the description fothe components and where appropriate, the description of the reactive
ingredients of relevant components (such as antibodies, antigens, nucleic acid primers);

and where applicable:

(g) the description of the specimen collection and transport materalglpd with the
device or descriptions of specifications recommended for use;

(h) for instruments of automated assays: the description of the appropriate assay
characteristics or dedicated assays;

() for automated assays: a description of the appropnstieimentation characteristics or
dedicated instrumentation;

() adescription of any software to be used with the device;

(k) adescription or complete list of the variaumnfigurationgvariants of the device that
will be made available;

()  adescripton of the accessories, othervitro diagnostic medical devices and other
products, which are intended to be used in combination with the device.

. Reference to previous and similar generations of the device
@ an overview of t busgemsation()afdche deviee rifGuEh egist;e v i
(b) an overview ofidentified similar devices available on the EU or international markets,

if such exist.

INFORMATION SUPPLIED BY THE MANUFACTURER
(&) acomplete set of
- the label(s) on the device and on its packagsirggle unit packaging, sales
packaging, transport packaging in case of specific management conditions),
the languages accepted in tidember Statesvhere the device isnvisaged to
besold
- the instrudbns for usen the languages accepted in tiMember Statesvhere

the device is envisaged to be sold
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3.2.

DESIGN AND MANUFACTURING INFORMATION

. Design information

Information to allowthe understanding of the design stages applied to the device.

This shall include:

(@)
(b)
()

(d)
(€)

the description of the critical ingredients of the device such as antibodies, antigens,
enzymes and nucleic acid primers provided or recommended for use with the device;
for instruments, the description of major subsystems, andligictanology (e.g.

operating principles, control mechanisms), dedicated computer hardware and software;
for instruments and software, the overview of the entire system;

for software, the description of the data interpretation methodology (iczithig);

for devices intended for setiésting or neapatient testing devices the description of the

design aspects that make them suitable fortestfng or neapatient testing.

Manufacturing information

(@)

(b)

Information to allowthe understanding of the manufacturing processes such as
production, assembly, final product testing, and packaging of the finished device. More
detailed informationshall be provided for the audit of the quality management system
or other applicable confority assessment procedures;

identification of all sites, including suppliers and sgmtractors, where manufacturing

activities are performed.
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GENERAL SAFETY AND PERFORMANCE REQUIREMENT S

The documentation shall contadiemonstration of conformityith the general safety and

performance requirements laid down in Anngagdplicable to the device and taking into

account its intended purposencluding the justification, validation and verification of the
solutions adopted to meet those requiremeiisis demonstration shall include:

(&) the general safety and performance requirements that apply to the device and why
others do not apply;

(b) the method(s) used to demonstrate conformity with each applicable general safety and
performance requirement;

(c) the harmonised standards GSapplied or othersolutionsemployed;

(d) the precise identity of the controlled documents offering evidence of conformity with
each harmonised standar@S or other method employed to demonstrate conformity
with the gaeral safety and performance requirements. This information shall
incorporate a crosseference to the location of such evidence within the full technical
documentation and, if applicable, the summary technical documentation.

RISK/BENEFIT ANALYSIS AND RISK MANAGEMENT

The documentation shall contain

(&) the risk/benefit analysis referred to in Sections 1 and 5 of Annex |, and

(b) the solutions adopted and the results of the risk management referre@axiion 1a

of Annex I.

PRODUCT VERIFICATION AND VALIDATION

The documentation shall contain the resattd critical analyse®f all verificatiors and
validationtests and/or studies undertaken to demonstrate conformity of the device with the
requirements of this Regulation and in particular th@iegble general safety and

performance requirements.
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This includes:
6.1. Information on analytical performance
6.1.1. Specimen type
This section shall describe the different specimen types that can be used, including their
stability (e.g. storage, where applicable transport condiiadswith a view to time
critical analysis methods, information on the timeframe between taking gheceamen
and its analysiyand storage conditions (e.g. duration, temperature limits and freeze/thaw

cycles).

6.1.2. Analytical performance characteristics
6.1.2.1. Accuracy of measurement
(@) Trueness of measurement
This section shall provide informatiam the trueness of the measurement procedure
and summarise the data in sufficient detail to allow assessment of the adequacy of
the means selected to establish the trueness. Trueness measures apply to both
guantitative and qualitative assays only whenferemce standard or method is
available.
(b) Precision of measurement

This section shall describe repeatability and reproducibility studies.

6.1.2.2. Analytical sensitivity
This section shall include information about the study design and results! firevade a
description of specimen type and preparation including matrix, analyte levels, and how
levels were established. The number of replicates tested at each concentration shall also be

provided as well as a description of the calculation used ¢ordigte assay sensitivity.

6.1.2.3. Analytical specificity
This section shall describe interference and cross reactivity studies to determine the

analytical specificity in the presence of other substances/agents in the specimen.

Information shall be prodied on the evaluation of potentially interfering and cross reacting
substances/agents on the assay, on the substance/agent type and concentration tested,

specimen type, analyte test concentration, and results.
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6.1.2.4.

6.1.2.5.

6.1.2.6.

6.1.3.

Interferents and cross reacting substancestagwhich vary greatly depending on the

assay type and design, could derive from exogenous or endogenous sources such as:

(a) substances used for patient treatment (e.g. medicinal products);

(b) substances ingested by the patient (e.g. alcohol, foods);

(c) substances added during specimen preparation (e.g. preservatives, stabilisers);

(d) substances encountered in specific specimens types (e.g. haemoglobin, lipids,
bilirubin, proteins);

(e) analytes of similar structure (e.g. precursors, metabolitesgdical conditions
unrelated to the test condition including specimens negative for the assay but positive

for a condition that may mimic the test condition.

Metrological traceability of calibrator and control material values

Measuringange of the assay
This section shall include information on the measuring range (linear arthean
measuring systems) including the limit of detection and describe information on how these

were established.

This information shall include a descriptiof specimen type, number of specimen,
number of replicates, and preparation including information on matrix, analyte levels and
how levels were established. If applicable, a description of high dose hook effect and the

data supporting the mitigation (edjlution) steps shall be added.

Definition of assay cubff

This section shall provide a summary of analytical data with a description of the study

design including methods for determining the assayffutncluding:

(&) the population(s) stlied (demographics / selection / inclusion and exclusion criteria
/ number of individuals included);

(b) method or mode of characterisation of specimens; and

(c) statistical methods e.g. Receiver Operator Characteristic (ROC) to generate results
and if apgicable, define greyzone/equivocal zone.

The Analytical Performance Report according to Annex XII.
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6.2.

6.3.

6.3.1.

Information on clinical performance and clinical evidence. Performance Evaluation

Report

The documentation shall contain the performamsluation report, which includes the
reports on the scientific validity, the analytical and the clinical performance, according

to Annex XIlI, together with an assessment of these reports

The clinical performance study documentsferred to inPart A, Section 2 of Annex XI|

shall be included and/or fully referenced in the technical documentation.

Stability (excluding specimen stability)

This section shall describe claimed shelf life, in use stability and shipping stability studies.

Claimed shellife

This section shall provide information on stability testing studies to support the claimed
shelf life. Testing shall be performed on at least three different lots manufactured under
conditions that are essentially equivalent to routine priimluconditions (these lots do not
need to be consecutive lots). Accelerated studies or extrapolated data from real time data
are acceptable for initial shelf life claim bahall be followed up with real time stability

studies.

Such detailed informatioshall describe:

(@) the study report (including the protocol, number of lots, acceptance criteria and
testing intervals);

(b) when accelerated studies have been performed in anticipation of the real time studies,
the method used for accelerated studies;

(c) the conclusions and claimed shelf life.
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6.3.2.

6.3.3.

6.4.

In-use stability
This section shall provide information orruse stability studies for one lot reflecting
actual routine use of the device (real or simulated). This may include open vial stability

and/a, for automated instruments, on board stability.

In the case of automated instrumentation if calibration stability is claimed, supporting data
shall be included.

Such detailed information shall describe:
(a) the study report (including the protocotcaptance criteria and testing intervals);
(b) the conclusions and claimedse stability.

Shipping stability
This section shall provide information on shipping stability studies for one lot to evaluate
the tolerance of products to theticipated shipping conditions.

Shipping studies can be done under real and/or simulated conditions and shall include

variable shipping conditions such as extreme heat and/or cold.

Such information shall describe:

(@) the study report (including the goxol, acceptance criteria);
(b) the method used for simulated conditions;

(c) the conclusion and recommended shipping conditions.

Software verification and validation

The documentation shall contain evidence of the validation of the softwaredas tise
finished device. This information shall typically include the summary results of all
verification, validation and testing performedhouse and as applicable in an actual user
environment prior to final release. It shall also address all ofittesaiht hardware

configurations and, where applicable, operating systems identified in the labelling.
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6.5.

Additional information in specific cases

(@)

(b)

()

(d)

In the case of devices placed on the market in a sterile or defined microbiological
condition, a desggtion of the environmental conditions for the relevant

manufacturing steps. In the case of devices placed on the market in a sterile
condition, a description of the methods used, including the validation reports, with
respect to packaging, sterilisatiomdamaintenance of sterility. The validation report
shall address bioburden testing, pyrogen testing and, if applicable, testing for
sterilant residues.

In the case of devices containing tissues, cells and substances of animal, human or
microbial origin information on the origin of such material and on the conditions in
which it was collected.

In the case of devices placed on the market with a measuring function, a description
of the methods used in order to ensure the accuracy as given in tliesj@s.

If the device is to be connected to other equipment in order to operate as intended, a
description of this combination including proof that it conforms to the general safety
and performance requirements when connected to any such equi@avieqtriegard

to the characteristics specified by the manufacturer.
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ANNEX lla

TECHNICAL DOCUMENTATION ON POSTMARKET SURVEILLANCE

The technical documentation on pestarket surveillance to be drawn up by the manufacturer in
accordance with Section 0 @&hapter VII shall be presented in a clear, organized, readily
searchable and unequivocal way and shall include in particular:
1.1. The pstmarket surveillance plan in accordance with Article 58b.
The manufacturer shall prove in a posharket surveillanceplan that it complies with
the obligation referred to in Article 58a.
(@) The postmarket surveillance plan shall address the collection and utilization of
available information, in particular:
- information concerning serious incidents, including informin from
periodic safety update reports, and field safety corrective actions,
- records referring to norserious incidents and data on any undesirable side
effects,
- information from trend reporting,
- relevant specialist or technical literaturelatabases and/or registers,
- information, including feedbacks and complaints, provided by users,
distributors and importers,

- publicly available information about similar medical devices.

(b) The postmarket surveillance plan shall include at least:

- a proactive and systematic process to collect any information referred to in
point (a). The process shall allow a correct characterization of the
performance of the devices also comparing the device with the similar
products available on the market;

- effective and appropriate methods and processes to assess the collected
data;

- suitable indicators and threshold values that shall be used in the
continuous reassessment of the risk benefit analysis and of the risk

management as referred to ibection laof Annex I;

212

EN



- effective and appropriate methods and tools to investigate complaints or
market experiences collected in the field;

- methods and protocols to manage the events subject to trend report as
provided in Article 59a, including those to be uskxrestablish any
statistically significant increase in the frequency or severity of incidents as
well as the observation period;

- methods and protocols to communicate effectively with competent
authorities, notified bodies, economic operators and users;

- reference to procedures to fulfil the manufacturers obligations laid down in
Articles 58a, 58b and 58¢c

- systematic procedures to identify and initiate appropriate measures
including corrective actions;

- effective tools to trace and identify devices f@hich corrective actions
might be necessary;

- a postmarket performance followup plan according to Part B of Annex
XIl, or a justification why a postmarket performance followup is not

applicable.

1.3 The periodic safety update report referred to in article Z8d the posimarket surveillance

report referred to in Article 58ba
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10.

ANNEX Il

EU DECLARATION OF CONFORMITY

Name,registeredrade name or registered trade mamkl single registration number

referred to in Article 23aof the manufacturer, and, if applicable, his authorised
representative, and the address of their registered place of business where they can be
contacted and their location be established;

A statementhat the declaration of conformity is issued under the sole responsibility of the
manufacturer;

Thebasic UDIDI as referred to in item (i) of point (a) of Article 22@nd in Part C of

Annex Vas soon as identification of the device that is cavesethe declaration shall be
based on a UDI system;

Product andtrade name, product code, catalogue number or ott@nbiguouseference
allowing identification and traceability of the device that is covered by the declaration (it may
include a photgraph, where appropriatehpcluding its intended purposeExcept for the
product or trade name, the information allowing identification and traceability may be
provided by the device identifier referred to in point 3;

Risk class of the device in accartte withthe rules set out ilAnnex VII;

A statement that the device that is covered by the present declaration is in conformity with
this Regulation and, if applicable, with other relevant Union legislation that make
provision for the issuing of a decation of conformity;

References toCSused in relation to which conformity is declared;

Where applicable, name and identification number of the notified body, description of the
conformity assessment procedure performed and identification oéttiicate(s) issued;
Where applicable, additional information;

Place and date of issue, name and function of the person who signs as well as indication for

and on behalf of whom he/she signs, signature.
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ANNEX IV

CE MARKING OF CONFORMITY

The CEmarkings hal | consi st of the initials O6CE®G
:;IIJ:].:‘ ':':TITTI
e : TR
- O a i
o - n
::II!]_I. %}IIIII

If the CE marking is reduced or enlarged the proportions given in the above graduated
drawing shall be respected.

The various components of the CE marking shall haveauiislly the same vertical
dimension, which may not be less than 5 mm. This minimum dimension may be waived for

smallscale devices.
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ANNEX V

INFORMATION TO BE SUBMITTED WITH THE REGISTRATION OF
DEVICES AND ECONOMIC OPERATORS IN ACCORDANCE WITH
ARTICLE 23a
AND
COREDATA ELEMENTS TO BE PROVIDED TO THE UDI DATA BASE
TOGETHER WITH THE DEVICE IDENTIFIER IN ACCORDANCE WITH
ARTICLE 22 a
AND
THE EUROPEAN UNIQUE DEVICE IDENTIFCATION SYSTEM

Part A

Information to be submitted with the registration of devicesand economic operator

accordance with Article 23

Manufacturers or, when applicable, authorised representatives, and, when applicable, importers
shall submit the informatioreferred to inSection 1 and shall ensure that the information on

their deviceseferred to in Section 2 is complete, correct and updated by the relevant party.

1. Information related to the economic operator

1.1. economic operator's role (manufacturer, authorised representative, or importer),

1.2. name, addresand contact detailsf the economic operator,

1.3. where submission of information is completed by another person on behalf of any of the
economic operators mentioned under point 1, the name, address and contact details of this
person,

1.3a.name address and contact detailstioe persolis) responsible for regulatory compliance

according to article 13,
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25.

26.
2.7.

29.

2.10.
2.11.
212.
2.13.
2.14.

2.15.
2.16.

2.17.

2.18.

Information related to the devices

UDI device identifier, or where identification of the device is not yet based on a UDI system,

the data elements laid down in poibtto 18 of Part B of this Annex,

type, number and expiry date of certificate and name or identification number of the notified

bodythat has issued the certificate (and link to the information on the certificate entered by

the notified body in the edtéronic system on certificates),

Member State where the device shall or has been placed on the imanket/nion,

in case of devices classified as classes B, C or D: Member States where the device is or shall

be made available,

presence dfissues, cells or substances of human origin (y/n),

presence of tissues, cells or substances of animal origin (y/n),

presence of cells or substances of microbial origin (y/n),

risk class of the device according to the rules set out meRANII,

where applicable, single identification number of the performance study ,

in case of devices designed and manufactured by another legal or natural person as referred in

Article 8(10), the name, address and contact details of thatdegatural persgn

in case of devices classified as class C or D, the summary of safety and performance,

status of the device (on the market, looger placed on the market recalled Field Safety

Corrective Action initiateg,

indication when the device is a 'new' device.

A device shall be considered as 'new' if:

(@) there has been no such device continuously available on the Union market during the
previous three years for the relevant analyte or other parameter;

(b) the procéure involves analytical technology not continuously used in connection with a
given analyte or other parameter on the Union market during the previous three years.

Indication if the device is intended for sédisting or neapatient testing.
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PART B
COREDATA ELEMENTS TO BE PROVIDED TO THE UDI DATABASE TOGETHER
WITH THE UDI DEVICE IDENTIFIER IN ACCORDANCE WITH ARTICLE 22 a

Themanufacturer shall provide to the UDI data base thiI device identifiefUDI-DI) andto

the following information related to the manufacturer and the device :

1. quantity per package configuration,

2. if applicablethe Basic UDIDI according to Article 22(4b) andadditional identifier(s),

3. the way how the device production is conedl(expiration date or manufacturing date, lot or
batch number, serialisation number),

4. if applicable, the 'unit of use' device identifier (when a UDI is not assigned to the device at the
level of its 'unit of use’, a 'unit of use' device identifier Idbalassigned to associate the use of
a device with a patient),

5. name and addres$ the manufacturer (as indicated on the label),

5a. the single registration number according to Article 23a(2),

6. if applicable, name and addraefshe authorised represtative (as indicated on the label),

7. Medical Device Nomenclature codecording to Article21a,

7a. risk class of the device,

8. if applicable, trade/brand name,
if applicable, device model, reference, or catalogue number,

10. additional productiescription (optional),

11. if applicable, storage and/or handling conditions (as indicated on the label or in the
instructions for use),

12. if applicable, additional trade namefsthe device,

13. labelled as single use device (y/n),

14. if applicable, estricted number of reuses,

15. device packaged sterile (y/n),

16. need for sterilisation before use (y/n),

17. URL for additional information, e.g. electronic instructions for use (optional),

18. if applicable, critical warnings or contraindications,

19. status of the device on the market (choice box,_lomager placed on the market, recalled,
Field Safety Action initiated).
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PART C

The European Unique Device Identification System

Definitions

Automatic Identification and Data Capture (hereinafter AIDC)

AIDC is a technology used to automatically capture data. AIDC technologies include bar
codes, smart cards, biometrics and RFID.

Basic UDI-DI
The Basic UDIDI is the primary identifier of a device model. It is the DI assigned at the
level of the devicenit of use. It is the main key for records in the UDI database and shall

be referenced in relevant certificates and declarations of conformity.

Unit of Use DI
The Unit of Use DI serves to associate the use of a device to/on a patient to data related to

that patient n instances when a UDI is not labelled at the level of the device unit of use

(e.g. several units contained in a plastic bag) .

Configurable device
A configurable device is a device that consists of several components which can be
assembled ypthe manufacturer in multiple configurations. Those individual components

may be devices in themselves.

Configuration

Configuration is a combination of items of equipment, as specified by the manufacturer,
that operate together to provide an intended wsgurpose as a device. The combination of
items may be modified, adjusted or customized to meet a customer need.

Device Identifier (hereinafter UDIDI)
The UDI-DI is a unique numeric or alphanumeric code specific to a model of device and
that is alsoused as the "access key" to information stored in a UDI database.

21€

EN



Human Readable Interpretation (hereinafter HRI)
Human Readable Interpretation is a legible interpretation of the data characters encoded in
the UDI Carrier.

Packaging levels
Packaging levis means the various levels of device packages that contain a fixed quantity

of devices, e.g. each carton or case.

Production Identifier (hereinafter UD}PI)

The Production Identifier is a numeric or alphanumeric codleat identifies the unit of
device poduction.

The different types of Production Identifier(s) include serial number, lot/batch number,

Software identification and/or manufacturing and/or expiration date.

Radio Frequency ldentificationlfereinafter RFID)
RFID is a technology that usesommunication through the use of radio waves to exchange
data between a reader and an electronic tag attached to an object, for the purpose of

identification.

Shipping containers
Shipping container is a container where the traceability is controlled hyracess specific

to logistics systems.

Unigue Device Identification

The UDI is a series of numeric or alphanumeric characters that is created through a
globally accepted device identification and coding standard. It allows the unambiguous
identification of a specific device on the market. The UDI is comprised of the {DDand
the UDI-PI.

Note: The word "Unique" does not imply serialization of individual production units.

UDI Carrier
The UDI Carrier is the means to convey the UDI by using AIDC and, if applicable, its HRI.

Note: Carriers include, inter alia, ID/linear bar cod&D/Matrix bar code, RFID.
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2.2.
2.3.
2.4.

3.2.

3.3.
3.4.
3.5.

3.7.

3.8.
3.9.

UDI system- General requirements

. The marking of the UDI is an additional requiremeritit does not replace any other

marking or labelling requirements described in Annex | of this regulation.

The manufacturer shalcreate and maintain unique UDIs on his devices.

Only the manufacturer may establish the UDI on the device or its packaging.
Only coding standards offered by assigning entities designated by the European
Commission according to article 22(2) mag lised by the manufacturers.

The UDI

. A UDI shall be assigned to the device itself or its package. Higher levels of packaging shall

have their own UDI.

Shipping containers shall be exemptels an example, UDI is not required on a logistics
unit; when a healthcare provider orders multiple devices using the UDI or model number
of individual devices and the manufacturer places these devices in a container for shipping
or to protect the individually packaged devices, the container (logistics isipt subject

to UDI requirements.

The UDI shall contain two parts: an UDDI and an UDI-PI.

The UDI-DI shall be unique at all levels of device packaging.

If a lot number, serial number, software identification or expiration date appeansthe

label, they shall be part of the UBIPI. If there is also a manufacturing date on the label, it
does NOT need to be included in the UBL. If there is only a manufacturing date on the
label, this shall be used as the UL

Each component this considered a device and is commercially available on its own shall
be assigned a separate UDI unless the components are part of a configurable device that is
marked with its own UDI.

Kits shall be assigned and bear their own UDI.

The manufadurer shall assign the UDI to a device following the relevant coding standard.
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3.10.

3.12.

4.2.

4.3.

4.4,

4.5.

4.6.

A new UDIDI shall be required whenever there is a change that could lead to
misidentification of the device and/@ambiguity in its traceability, in particular anghange
of one of the following UDI database data elements require a new 0D

(@) Brand Name or Trade name,

(b) Device version or model,

(d) Labelled as single use,

(e) Packaged sterile,

()  Need for sterilization before use,

(g) Quantity of devices praded in a package,

(h)  Critical warnings or contraindications.

Manufacturers who repackages or relabels devices with their own label shall retain record

of the Original Equi pment Manufacturer s

UDI Carrier

. The UDI Carrier (AIDC and HRI representation of the UDI) shall be placed on the label

and on all higher levels of device packaging. Higher levels do not include shipping
containers.

In case of significant space constraints on the unit of use package the UDI carrier may be
placed on the next higher package level.

For single use devices of class A and B packaged and labelled individually the UDI Carrier
shall not be required to appear on the package but it shall appear on a higher level of
packaging e.g. a carton containqiseveral packages. However when the healthcare
provider is not expected to have access (home healthcare settings) to the higher level of
device packaging, the UDI shall be placed on the package.

For devices exclusively intended for retail Point of IS4POS) the Production Identifiers in
AIDC shall not be required to appear on the point of sale package

When AIDC carriers other than the UDI Carrier are part of the product labelling, the UDI
Carrier shall be readily identifiable.

If linear bar codes are used, the UBDI and UDI-PI may be concatenated or nen
concatenated in two or more bar codes. All parts and elements of the linear bar code shall
be distinguishable and identifiable.
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4.7. If there are significant constraints limiting the usefdoth AIDC and HRI on the label,
only the AIDC format shall be required to appear on the label. For devices indented to be
used outside of healthcare facilities such as devices for home care, the HRI shall however
appear on the label even if this meansatithere is no space for the AIDC.

4.8. The HRI format shall follow the rules of the UDI code issuing organization.

4.9. If the manufacturer is using RFID technology, a linear or 2D bar code according to the
standard provided by the assigning entitiglsall also be provided on the label.

4.10. Devices that are reusable shall bear a UDI Carrier on the device itself. The UDI Carrier of
reusable devices that require disinfection, sterilisation or refurbishing between patient uses
shall be permanent and refable after each process performed to make the device ready for
the next use for the intended lifetime of the device.

4.11.The UDI Carrier shall be readable during normal use and throughout the intended life of
the device.

4.12.1fthe UDI Carrierisread | 'y readabl e or scanabl e through
placing of the UDI Carrier on the package shall not be required.

4.13. A single finished device made up of multiple parts that must be assembled before first use
may bear the UDI Carrier on oly one patrt.

4.14.The UDI Carrier shall be placed so that the AIDC can be accessed during normal
operation or storage.

415 The bar code carrier(s) thailion alnudéoUdma yuDI

also include essential data for the devitmeoperate or other data.

5. The UDI database General principles of the UDI database

5.1. The UDI database shall support the use of all core UDI database data elements.

5.3. The manufacturer shall be responsible for the initial submission and updatethef
identifying information and other device data elements in the UDI database.

5.4. Appropriate methods/procedures for validation of the provided data shall be implemented.

5.5. The manufacturer shall periodically reconfirm all the data relevant to desde has
placed on the market, except for devices that are no more available on the market.

5.7. The presence of the device UMl in the UDI database does not mean that the device is in
conformity with this Regulation.

5.8. The database shall allow fohe linking of all the packaging levels of the device.
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5.9. The data for new UDIDI shall be available at the time device is placed on the market.
5.10. Manufacturers shall update the relevant UDI database record within 30 days when a
change is made to aalement that does NOT require a new UDI.

5.11. Internationally accepted standards for data submission and updates!, wherever

possible, be used by the UDI Database.

5.12.The core elements are the minimum elements needed to identify a digwvimeghout its
distribution and use.

5.13. The user interface of the UDI Database shall be available in all official lanquages of the

Union in accordance with article 51(4b) he use of fregext fields shall, however, be

minimized in order to reducé&anslations.
5.14. Data relating to devices that are no more available on the market shall be retained in the
UDI database.

6. Rules for specific device types

6.2. Reusable medical devices that are part of kits and that require cleaning, disinfection,
sterilisation or refurbishing between uses

6.2.1. The UDI of such devices shall be placed on the device and be readable after each
procedure to make the device ready for the next use;

6.2.2. The PI characteristics (e.g. lot or serial number) shall Befined by the manufacturer.

6.5. In vitro diagnostic Medical Device Software

6.5.1. UDI Assignment Criteria
The UDI shall be assigned at the system level of the Software. Only software which are
commercially available on their own and software which amedical devices in

themselves, shall be subject to this requirement.

The software identification shall be considered the manufacturing control mechanism
and shall be displayed in the UBERI.
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6.5.1a. A new UDI-DI shall berequired whenever there is modification that changes
(a) the original performance and effectiveness,
(b) the safety or the intended use of the Software.
(c) interpretation of data.
These changes may include new or modified algorithms, database structures, operating

platform, architecture or new user interfaces or new channels for interoperability.

6.5.1b. The following changes of a Software shall require only a new UBI(not a new UD}
DI):
Minor Software revisions shall be identified with a new WPI;
Minor Software revisons are generally associated with bug fixes, usability
enhancements (not for safety purpose), security patches or operating efficiency.

Minor revisions shall be identified by manufacturespecific identification.

6.5.2. UDI Placement Criteria for Software

(@) When the Software is delivered on a physical medium, e.g. CD or DVD, each
package level shall bear the human readable and AIDC representation of the
complete UDI. The UDI that is applied to the physical medium containing the
Software and its packagingust be identical to the UDI assigned to the system
level Software.

(b) The UDI shall be provided on a readily accessible screen for the user in an easily
readable plaint e xt f or mat (e. g. an nalwsereed). fil e

(c) Software bcking a user interface (e.g. middleware for image conversion) shall be
capable of transmitting the UDI through an Application Programming Interface
(API).

(d) Only the human readable portion of the UDI shall be required in electronic
displays of the Softare. The UDI AIDC marking shall not be required in the
electronic displays, e.g. about menu, splash screen, etc.

(e) The human readable format of the UDI for the Software shall include the
Application Identifiers (Al) of the used standard of the assigniegtities, to assist
the user in identifying the UDI and determining which standard is being used to
create the UDI.
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ANNEX VI

REQUIREMENTS TO BE MET BY NOTIFIED BODIES

1. ORGANISATIONAL AND GENERAL REQUIREMENTS

1.1. Legal status and organisationaktructure

1.1.1. A notified body shall be established under the national law of a Member State, or under the
law of a third country with which the Union has concluded an agreement in this respect,
and shall have full documentation of its legal personalhiy status. This shall include
information about ownership and the legal or natural persons exercising control over the

notified body.

1.1.2. If the notified body is a legal entity that is part of a larger organisation, the activities of this
organisatioras well as its organisational structure and governance, and the relationship
with the notified body shall be clearly documentedthis instance, the requirements of
Section 1.2 othis Annex are applicable to both the notified body and the organisatmn
which it belongs.

1.1.3. If the notified body wholly or partly owns legal entities established in a Member State or in
a third countryor is owned by another legal entityhe activities and responsibilities of
those entities, as well as their legatlaperational relationships with the notified body,
shall be clearly defined and documentedrsonnel of those entities performing
conformity assessment activities according to this Regulation are subject to the

applicable requirements of this Regulation.

1.1.4. The organisational structuraljocation of responsibilitiesreporting linesandoperation
of the notified body shall be such that it assures confidence in the performance and results

of the conformity assessment activities conducted.

1.1.5. Thenotified body shall clearly document itrganisational structure and the functions,
respasibilities and authority of its televel management and of other personvieb may
have an influence upon the performance and results of the conformity asseissm

activities .
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1.1.6.

1.2.
1.2.1.

1.2.2.

The notified body shall identify the tofevel management that have overall authority

and responsibility for each of the following:

- the provision of adequate resources for conformity assessment activities;

- the development of mcedures and policies for the operation of the notified body;

- the supervision of implementation of the procedures, policies and quality
management systems;

- the supervision of the notified body's finances;

- the activities and decisions taken by the ified body, including contractual
agreements;

- the delegation of authority to personnel and/or committees, where necessary, for
the performance of defined activities ; and

- the interaction with the national authority responsible for notified bodies ahd
obligations regarding communications with other competent authorities, the

Commission and other notified bodies.

Independence and impatrtiality

The notified body shall be a thiqghrty 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 havingrastim the

product as well as of aroppmpetitos of the manufacturer

This does not preclude conformity assessment activities for competing manufacturers.

The notified body shall be organised and operated so as to safeguard the independence,
objectivity and impartiality of its activities. The notified body shaticument and

implement a structure angrroceduresfor safeguarding impartiality and for promoiig

and applyingthe principles of impartiality throughout its organisation, personnel and
assessment activities. These procedures shall allow foidbetification, investigation

and resolution of any case in which a conflict of interests may arise imglunvolvement

in consultancy services in the fieldiofvitro diagnostianedical devices prior to taking up
employment with the notified bod¥he investigation, outcome and its resolution shall be

documented.
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1.2.3.

1.2.3a.

The notified body, its tofevel management and the personnel responsible for carrying out

the conformity assessment tasks shall not

be the designer, manufacturer, supplier, installer, purchaser, onwmaintainer of

the productsvhich they assessor the authorised representative oy af those

parties. This shall not preclude the purchase and use of assessed products that are
necessary for the operations of the notified body the conduct of the conformity
assessment or the use of such products for personal purposes;

be involved inthe design, manufacture or construction, the marketing, installation

and use or maintenanad thoseproductsfor whichtheyare designated nor

represent the parties engaged in those activities. They shall not engage in any activity
that may conflicwith 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 partey 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.

be linked to any organisation which itself provides consultancy services as referred
to in the previous indentThis does not preclude general training activities relating

to medical device regulations or related standards that are not client specific.

Involvement in consultancy services in the field of in vitro diagnostic medical devices

prior to taking up employment with a notified body shall be fully documented at the time

of employment and potential conflicts of interests shall be monitased resolved

according to criteria set out in this Annex. Personnel who were former employees or

provided consultancy services in the field of in vitro diagnostic medical devices for a

specific client, prior to taking up employment with a notified body Bimat be assigned

for conformity assessment activities for that specific client or companies belonging to the

same group for a period of 3 years.
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1.2.4.

1.2.5.

1.2.6.

1.2.7.

1.2.8.

1.3.

1.3.1.

The impartiality of the notified bodies, of their top level management and of the
assessment persaeirshall be guaranteed. Thevel of theremunerationfor the top level
management and assessment personnel of a notifiecabddsubcontractors involved in

assessment activitieshall not depend on the results of the assessnidrgsiotified body

shall make publicly available the declarations of interest of its depel management.

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,ome thend, the
national authority responsible for notified bodsesl/or competent authority and, on the

other hand, the notified body.

The notified body shall ensure and document that the activities of its subsidiaries or
subcontractors or of arssociated bodyncluding the activities of its ownerdo not

affect its independence, impatrtiality or objectivity of its conformity assessment activities.

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 meidiedn

enterprises as defined by Commission Recommendation 2003/3Bil/&&tion to fees

The requirements of this section in no way preclude exchanges of teéhfuoalation
and regulatory guidance between a notified body and a manufacturer seeking their

conformity assessment.

Confidentiality

The notified body shall have documented procedures in place ensuring that
confidentiality of the information wiich comes into its possession during the
performance of the conformity assessment activities is observed by its personnel,
committees, subsidiaries, subcontractors, any associated body or personnel of external

bodies, except when disclosure is requireddny.
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1.3.2.

1.4.
1.4.1.

1.4.2.

1.5.

1.6.
1.6.1.

The personnel of a notified body shall observe professional seertcsegard to all
information obtained in carrying out their tasks under this Regulatiamy provision of
national law giving effect to itexcept in relation to the natial authorities responsible for
notified bodies, competent authoriti®s in vitro diagnostic medical devican the

Member Statesr the Commission. Proprietary rights shall be protected. To this end, the

notified body shall have documented procedungsace.

Liability
The notified body shall take out appropriate liability insurance , unless liability is assumed
by the State in accordance with national law, or the Member State itself is directly

responsible for the conformity assessment.

The scope and overall financial value of the liability insurance shall correspond to the
level and geographic scope of activities of the notified body and be commensurate with
the risk profile of the devices certified by the notified body. The hipinsurance shall
cover cases where the notified body may be obliged to withdraw, restrict or suspend

certificates.

Financial requirements

The notified body shall have at its disposal the financial resources required to conduct its
conformity assesment activitiesvithin its scope of designatioand related business
operations. It shall document and provide evidence of its financial capacity and its
sustainable economic viability, taking in to account specific circumstances during an initial

startup phase.

Participation in coordination activities

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.

1.6.1a. The notified body shall take into consideration guidance andtyeractice documents.
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2.2.

2.3.

QUALITY MANAGEMENT REQUIREMENTS
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 activéis and capable of supporting and demonstrating the consistent

achievement of the requirements of this Regulation.

Thequality management system of the notified body shall at least address the following:

management system structure addcumentation, including policies and
objectives for its activities;

policies for assignment of personnel to activities and their responsibilities;
assessment andecisionmaking process in accordance with thgks,
responsibilities and role of thepdevel management and other notified body
personnel;

planning, conducting, evaluating and, if necessary, adapting its conformity
assessment procedures;

control of documents;

control of records;

management review;

internal audits;

correctiveand preventive actions;

complaints and appeals

continuous training.

If documents are used in various languages the notified body shall ensure and control

that they have the same content.

The notified bodytop management shall ensure that the quality management system is

fully understood, implemented and maintained throughout the notifieztlp

organisation including subsidiaries and subcontractors being involved in conformity

assessment activities accorditgthis Regulation.
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2.4,

3.1.
3.1.1.

The notified body shall require all personnel to formally commit themselves by a
signature or equivalent to comply with the procedures defined by the notified body. The
commitment shall consider aspects relatingdonfidentiality and to independence from
commercial and other interests, and any existing or prior association with clients. The
personnel shall be required to complete written statements indicating their compliance to

confidentiality, independence and inaptiality principles.

RESOURCE REQUIREMENTS

General

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 competence
in the speitic 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 possess or have access to all
equipment facilities and competencaeededo perform properly the technicalientific
and administrative tasks entailed in the conformity assessment activities in relation to

which it has beerdesignated

This presupposes all times and for each conformity assessment procedure and each kind
or category of products in relation to which it has beesignatedthat the notified body

has permanent availabilityof sufficientadministrative, technical and scientific personnel
who posses®xperienceand knowledgeelating tothe relevantdevices and the
corresponding technologieBhese shall besufficient to ensure that the notified body can
perform the conformity assessment tasks including the assessntéetroedical

functionality, performance evaluations and the performance and safety of devices, for
which it has been designated, having regard to the requirements of this Regulation, in

particular, those set out in Annex |

A specific not i fcompetende ondsyehable itto assessshe specidic
devices for which it is designate@he notified body must have sufficient internal
competence to critically evaluate assessments conducted by external expertise. Specific
tasks which a notified body canngubcontract are outlined in Section 4.2 of this Annex.

23z

EN



3.1.2a.

3.1.3.

3.2.
3.2.1.

Personnel i nvolved in the management of
assessment activities for devices shall have appropriate knowledge to set up and operate
a system for the selaon of the assessment and verification staff, verification of their
competence, authorisation for and allocation of their tasks, their initial and ongoing
training, their instruction and monitoring to ensure that personnel who administer and
perform assesaent and verification operations are competent to fulfil the tasks required
of them.

The notified body shall identify at least one individual within its ttgvel management
having overall responsibility for all conformity assessment activiiieselation to in
vitro diagnostic medical devices

The notified body shall ensure that personnel involved in conformity assessment
activities maintain their qualification and expertise by implementing a system for

exchange of experience and a continuousitting and education programme.

The notified body shall clearly document the extent and the limits of the duties,
responsibilities and authorities in relatiomthe personneincluding any subcontractors
and external expertsvolved in conformily assessment activities and infortimese

personnehccordingly.

Qualification criteria in relation to personnel

The Notified Body shall establish and document qualification criteria and procedures for
selection and authorisation of persamslved 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 assessmenbpess (e.g. auditing, product evaluation/testiaghnical
documentationreview, decisiormaking batch releasgas well as the devices,

technologies and areés.g. biocompatibility, sterilisation, self and near patieisting,

companion diagnostics,grformance evaluationfovered by the scope of designation.
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3.2.2.

3.2.3.

3.2.4.

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 inArticle 31, providing sufficient level of detail for the required qualification

within the subdivisions of the scope description.

Specific qualification criteria shall be definatlleastfor the assessment difiological
safety performanceevaluationdevices for self and near patient testing, companion
diagnostics, functional safety, software, packagiagd the different types of sterilisation

processes.

Thepersonnetesponsible foestablishing qualification criteria and folauttorising other
personnel to perform specific conformity assessment activities shall be employed by the

notified body itself and shall not lz@ external experbr subcontractedTheyshall have

proven knowledge and experience in the following:

- Unionin vitro diagnostiamedical devices legislation and relevant guidance
documents;

- the conformity assessment procedures in accordance with this Regulation;

- a broad base af vitro diagnostiamedicaldevice technologies, and the design and
manufacture oin vitro diagnostic medical devices;

- the notified bodyods ,rglata procedyuresniahe eequigeche n t
qualification criteria;

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

- adequate experience in conformity assessments under this Requlation or

previously applicable law within a notified body.

The notified bodyshall havepermanent availability ofpersonnel withrelevantclinical

expertisewhere possible employed by the notified body itSEifesepersonnel shall be

integratedhroughout the notified body'ssssessment andecisionmaking process in

order to:

- identify whenspecialistinput is required for the assessrmehthe performance
evaluation conducted by the manufacturer and identify appropriately qualified

experts;
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3.2.5.

- appropriatelytrain external clinical experts in the relevant requirements of
regulation, CS, guidanceand harmonised standards and ensure that the external
clinical experts are fully aware of the context and implication of their assessment and
advice provided;

- be able toreview and scientifically challengthe clinical data contained within the

performanceevaluationand any associated performance studsnd appropriately

guide external clinical experts in the assessment op#réormanceevaluation
presented by the manufacturger

- be ableto scientificallyevaluate and, if necessarghallengehe performance
evaluation presented, and the results of the external clinical experts' assessment of
the manufacturerperformanceevaluation;

- be able to ascertain the comparability and consistency of the assessiments
performance evaluatiortonduced by clinical experts;

- be able to make an assessment of the manufactpesfermanceevaluationand a
clinical judgement of the opinion provided by any external expantd make a
recommendation to the notified body's decision niaker

- be able tadraw up records and reports demonstrating that the relevant conformity

assessment activities have been appropriately carried out.

The personndlProduct Reviewersiesponsible for carrying out product related review
(e.g. , technical documentation review or type examination including aspects such as
performanceevaluationpiological safetysterilisation, software validation) shall have the
following provenqualificatiors:

- successful completion of a university or a technical college degree or equivalent
qualification in relevant studies, e.g. medicipbarmacy engineeringr other
relevant sciences

- four years professional experience in the field of healéhpeoducts 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 aspdaassessed,;

- knowledge othein vitro diagnostic medical device legislation, includirige

general safety and performance requirements laid down in Annex |
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3.2.6.

appropriate knowledge and experience of relevaarmonised standards, CS and
guidancedocuments;

appropriate knowledge and experience of risk management and relsitd

diagnostic medical device standards and guidance documents;

appropriate knowledge and experience of performance evaluation;

appropriate knowledge of the devicesieh they are assessing;

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

the ability to draw up records and reports demonstrating that the relevant

conformity assessment activities have been appropriately carried out.

The personnd(Site Auditors)responsible for carrying out audits of the manufacturer's

quality managenmd system shall have the following provgmalificatiors:

successful completion of a university or a technical college degree or equivalent
qualification in relevant studies, e.g. medicipbarmacy engineeringr other

relevant sciences

four yeargrofessional 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 tle vitro diagnostic medical devices legislation as well

as related harmonised standards, CS and guidance documents;

appropriate knowledge and experience of risk management and relsitd

diagnostic medical device standards and guidance documents;

approprate knowledge of quality management systemsraladiedin vitro

diagnostic medical devicegtandardsnd 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 carrytboseaudits;

training in auditing techniquesnabling them to challenge quality management
systems

the ability to draw up records and reports demonstrating that the relevant

conformity assessment activities have been appropriately carried out.
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3.2.7.

3.3.
3.3.1.

The personnelwith overall responsibility forfinal review and decisiormaking on

certification shall be employe by the notified bodyitself and shall not be external

expert or be subcontractedhese personnel, together, shall have proven knowledge and

comprehensive experience of the following:

thein vitro diagnosticmedical devices legislation and relevant guidance
documents;

thein vitro diagnosticmedical deviceonformity assessments relevant to this
Regulation

the types of qualifications, experience and expertise relevant to medeakte
conformity assessment;

a broad base oih vitro diagnosticmedical device technologies, including

sufficient experience of the conformity assessment of the devices being reviewed
for final certification, thein vitro diagnosticmedical device indstry and the

design and manufacture of devices;

the notified bodyds quality system, r1el
qualification criteria;

the ability to draw up records and reports demonstrating that the conformity

assessment activities have bespropriately carried out.

Documentation of qualification, training and authorisation of personnel

The notified body shall have a process in place to fully document the qualification of each

personnel involved in conformity assessment activities and the satisfaction of the

qualification criteria referred to in Section 3.2. Where in exceptional circagetdhe

fulfilment of the qualification criteria set out in Section 3.2 cannot be fully demonstrated,

the notified body shall justifto the national authority responsible for notified bodidse

authorisation othese personnel to carry out specificrdormity assessment activities
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3.3.2. Forall of its personnel referred to in Sections 3.2.3. to73.the notified body shall

establish and maintain up to date:

- a matrix detailing thauthorisations andresponsibilities of the personnel in respect
of the conformity assessment activities;

- records demonstrating the required knowledge and experience for the conformity
assessment activity for which they are authorisée. records shall contain a
rationale for defining the scope of the responsibilgiéor each of the assessment
personnel and records of the conformity assessment activities carried out by each

of them.

3.4. Subcontractors and external experts
3.4.1. Without prejudice to the limitations emanating from Section 3.2., notified bodies may

subcontractertain clearly defineccomponentparts of a conformity assessmeractivity.

The subcontracting of the auditing of quality management systems or of product related
reviews as a whole is not allowdalit neverthelesparts ofthese activities can be

conducted by subcontractors and exterralditors andexperts working on behalf of the

notified body. The notified body retains the full responsibility for being able to produce
appropriate evidence of the competence of subcontecand experts to fulfil their

specific tasks, retainfull responsibility for making a decision based on a
subcontractords assessment and full respor

subcontractors and experts on its behalf

Thefollowing activities mg not be subcontracted by the notified body:

- review of the qualification and the monitoring of the performance of external
experts;

- auditing and certification activities to auditing or certification organisations;

- allocation of work to external expés for specific conformity assessment activities;

- final review and decision making functions.
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3.4.2.

3.4.3.

3.5.
3.5.1.

Where a notified body subcontracertain conformity assessment activities either to an

organisation or an individual, it shall have a policy descgltive conditions under which

subcontracting may take pla@nd shall ensure that:

- the subcontractor meets the relevant requirements of this Annex;

- subcontractors and external experts do not further subcontract work to
organisations or personnel,

- the natural or legal person that applied for conformity assessment has been

informed of this

Any subcontracting or consultation of exterpatsonnel shall be properly documented
andshall be subject to directwritten agreement covering, among othersificientiality
and conflict of interestd he notified body shall take full responsibility for the tasks

performed by subcontractors.

Where subcontractors or external experts are used in the context of the conformity
assessmenin particular regarding novel in vitro diagnostic medical devices or
technologiesthe notified body shall have adequate own competence in each product area
for which it is designated to lead theerall conformity assessment, to verify the
appropriateness and validiby expert opinions and make the decision on the certification.

Monitoring of competencestraining and exchange of experience

The notified body shalkstablish procedures for the initial evaluation and -@woing
monitoring of the competencepnformity assessment activitiesd performance oéll
internal and externalpersonneland subcontractorsinvolved in conformity assessment

activities .
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3.5.2.

4.
4.2.

4.3.

It shall reviewat regular intervalsthe competence of its personnalentify training
needsand draw up a training planto maintain the required level of qualification and
knowledgeof individual personnel This review shall as a minimum, verify that
personnel:

- are aware of the current in vitro diagnostic medical device Regulation, relévan
harmonised standards, CS, guidance documents and the results of the
coordination activities according to Section 1.6 of this Annex;

- take part in the internal exchange of experience and the continuous training and

education programme according to Seati@.1.2a.

PROCESS REQUIREMENTS

General

The notified body shall have in place documented presemsd sufficiently detailed
proceduredor the conduct oéach conformity assessmeacttivity for which it is
designatedcomprising the individuabkteps from preapplication activities until decision
making and surveillance andlaking into accountwhen necessaryhe respective

specificities otthe devices .

The requirements outlined in Sections 4.4., 4.5., 4.8. and gh@ll be internal activitis

of the notified body and shall not be subcontracted.

Notified body quotations and prapplication activities

The notified body shall

- publish a publicly available descriptioaf the application procedure by which
manufacturers can obtaircertification by the notified body. This description shall
include which languages are acceptable for submission of documentation and for
any related correspondence,

- havedocumented procedureslating to, and documented details aboutes
charged forspecific conformity assessment activities and any other financial

conditions relating to its assessment activities for devices,
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4.4.

- have documented procedures in relation to advertising of its conformity assessment
services. These shall ensure that adverigsor promotional activities in no way
imply or could lead to inference that their conformity assessment will offer
manufacturers earlier market access or be quicker, easier or less stringent than
other notified bodies,

- have documented procedures reqguig the review of preapplication information
including the preliminary verification that the product is covered by this
Regulation and its classification prior to issuing any quotation to the
manufacturer relating to a specificonformity assessment,

- ensure that all contracts relating to the conformity assessment activities covered by
this Regulation are established directly between the manufacturer and the notified

body and not with any other organisation.

Application and contract review
The notified body shall require a formal application signed by the manufacturer or an
aut horised representative containing al/l

declarations required by the relevant conformity assessment annexes VIiI to X.

The contract betweethe notified body and the manufacturer shall take the form of a
written agreement signed by both parties. It shall be kept by the notified body. This
contract shall have clear terms and conditions and contain obligations that enable the
notified body to at as required by this Regulation, including an obligation on the
manufacturer to inform the notified body of vigilance reports, the right of the notified

body to suspend, restrict or withdraw certificates issued draright of the notified body

to fulfil its information obligations.

The notified body shall have documented procedures to review applications, addressing:

- the completeness with respect to the requirements provided in the respective Annex
under which approval has been sought,

- the verification of the qualification of the products covered by the application as
devices and their specific classification(s),

- the legal applicability of the conformity assessment route chosen by the applicant,
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4.5.

4.6.
4.6.1.

- the ability of the notified body to asse the application based on their designation,
and
- the availability of sufficient and appropriate resources.

The outcome of this review shall be documented. Refusals or withdrawals of applications
shall be notified to the European databank and shall &ecessible to other notified

bodies.

Allocation

The notified body shall have documented procedures to ensure that all conformity
assessment activities are conducted by appropriately authorised and qualified personnel
who are sufficiently experienceih the evaluation of the devices, systearsd processes

and related documentation that are subject to conformity assessment.

For each application, the notified body shall determine the resource needs and identify
one individual responsible for ensuring #i the assessment of each application is
conducted in accordance with the relevant procedures and for ensuring that the
appropriate resources/personnel are utilised for individual tasks of the assessment. The
allocation of tasks required for the conformitgssessment and any changes subsequently

made to this allocation shall be documented.

Conformity assessment activities

General

The notified body and its personnel shall carry out the conformity assessment activities
with the highest degree gifrofessional integrity and the requisite technicahd scientific

competence in the specific fields.
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The notified body shall have sufficient expertise, facilities and detailed documented

procedures to effectively conduct the conformity assessment aesyiiaking account of

the specific requirements set out in Annex VIII, IX and X of this Regulation for which it

is designated, including the requirements:

to appropriately plan the conduct of each individual project; these shall ensure

that the composibn of the assessment teams assures experience with the

technology concerned, continuous objectivity and independence, which shall

include provision for rotation of the members of the assessment team at

appropriate intervals,

to detail the rationale forfixing time limits for completion of conformity

assessment activities,

to

assess

t he

meet the Requirements laid out in Annex I,

t o

revi

ew t he

performance evaluation,

manufacturerods technical

ma n u f dGocumentateom rélaingpor ocedur es

to address the interface with the risk management process and the appraisal and

analysis of the performance evaluation and its relevance to demonstrate

conformity to the relevant requirements in Annex |,

t o

carry out

t he

Aspecific procedureso

medicinal substances, human blood derivatives or in the case of devices

manufactured utilising nonviable tissues or cells

to assess, in the case of devices falling into cBs® C, on a representative basis

the technical documentation,

to plan and periodically carry out appropriate surveillance audits and assessments,

to carry out or request certain tests to verify the proper functioning of the quality

management system drto perform unannouncedon site audits

relating to the sampling of devices to verify that the manufactured device is in

conformity with the technical documentation, these shall define the relevant

sampling criteria and testing procedure prior to sanm,

t o

eval

uat e

and

veri fy

a

manufacturer 6s
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4.6.2.

Specific requirements of a notified body in conducting conformity assessment activities,

including quality managemensystem audits, technical documentation assessment and

performance evaluation can be found in the relevant conformity assessment Annexes

VIil to X.

The notified body shall, when relevant, take into consideration harmonised standards,

even if the manufactuer does not claim compliance, available CS, guidance and best

practice documents.

Quality management system audits

(@)

As part of the quality system management assessment activity, the notified body

shall prior to the audit and in accordance witlisidocumented procedures:

assess the documentation submitted according the relevant conformity
assessment Annex and establish an audit programme which clearly identifies

the number and sequence of activities required to demonstrate complete

coverageofananuf acturer 06s quality manageme

whether it meets the requirements of this Regulation,

determine interfaces and responsibilities between different manufacturer
sites, as well as the identification of relevant suppliers and/db@antractors

of the manufacturer, including consideration of the need to specifically audit
any of these suppliers and/or subcontractors,

clearly define, for each audit identified in the audit programme, the
objectives, criteria and scope of the auditdashall draw up an audit plan
adequately addressing and taking account of the specific requirements for
the devices, technologies and processes covered,

establish and maintain, for class B and C devices, a sampling plan for the
assessment of technical domentation as referred to in Annex Il covering
the range of such devices comprised
plan shall ensure that all devices covered by the certificate are sampled over
the period of validity of the certificate,

select ad assign appropriately qualified and authorised personnel for
conducting the individual audits. The respective roles, responsibilities and

authorities of the team members shall be clearly defined and documented.
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(b) According to the audit programme estiighed, the notified body shall, in

accordance with its documented procedures:

- audit the manufacturero6s quality mana
that the devices covered conform to the relevant provisions of this
Regulation, which apply to devices avery stage, from design through final
inspection to ongoing surveillance, and determine if the requirements of this
Regulation are met,

- review and audit the manufactureros p
technical documentatiori in particular for design and development,
production and process controls, product documentation, purchasing
controls including verification of purchased devices, corrective and
preventive actions including posharket surveillance and posnharket
performance followup requirements and provisions adopted by the
manufacturer including those in relation to fulfilling the general safety and
performance requirements to determine whether the manufacturer meets the
requirements referred to in the relevant conformity assessnaamex.
Documentation shall be sampled to reflect the risks associated with the
intended use for the device, the complexity of the manufacturing
technologies, the range and classes of devices produced and any available
postmarket surveillance information.

- if not already covered by the audit programme, audit the control of processes
on the premises of the manufactureros
finished devices is significantly influenced by the activity of suppliers and, in
particular when the nanufacturer cannot demonstrate sufficient control over
its suppliers

- conduct assessments of the technical documentations according to the
established sampling plan and taking account of Section 4.6.4. of this Annex
for performance evaluation.

- the notified body shall ensure that audit findings are appropriately and
consistently classified in accordance with the requirements of this Regulation
and with relevant standards/best practice documents developed or adopted by
the MDCG.
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4.6.3.

Product verificaton

Assessment of the technical documentation

For assessment of the technical documentation conducted in accordance with Annex

VIII Chapter II, the notified body shall have sufficient expertise, facilities and detailed

documented procedures providing for:

- the allocation of appropriately qualified and authorised personnel for the
examination of the individual aspects (use of the device, biocompatibility,
performance evaluation, risk management, sterilisation, etc.),

- the assessment of the technical docurtagion taking account of Sections 4.6.4.
and 4.6.5. of this Annex and the assessment of conformity of the design with the
provisions of this Regulation. This examination shall include the assessment of the
implementation and the results of incoming,4orocess and final inspections. If
further tests or other evidence is required to allow for the assessment of conformity
with the requirements of the Regulation, the notified body shall carry out adequate
physical or laboratory tests in relation to the devioerequest the manufacturer to

carry out such tests.

Typeexaminations

The notified body shall have detailed documented procedures, sufficient expertise and

facilities for the typeexamination of devices according to Annex IX including capacity

to:

- examine and assess the technical documentation taking account of Sections 4.6.4.
and 4.6.5. of this Annex and verify that the type has been manufactured in
conformity with that documentation.

- establish a test plan identifying all relevant and critical ganeters which need to
be tested by the notified body or under its responsibility.

- document its rationale for the selection of those parameters.

- carry out the appropriate examinations and tests in order to verify that the
solutions adopted by theanufacturer meet the general safety and performance
requirements of this Regulation. This shall include all necessary tests to verify that
the manufacturer has applied the relevant standards.
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- agree with the applicant as to where the necessary testdowiperformed if they
are not to be carried out directly by the notified body.

- assume full responsibility for test results. Test reports submitted by the
manufacturer shall only be taken into account if they have been issued by
conformity assessment b which are competent and independent of the

manufacturer.

Verification by examination and testing averyproduct batch
The notified body shall:
- have detailed documented procedures, sufficient expertise and facilities for the
verification by examin&éon and testing of every product batch according to Annex
VIII and Annex X;
- establish a test plan identifying all relevant and critical parameters which need to
be tested by the notified body or under its responsibility in order to:
= for devices in clas C, in accordance with Annex VIII and Annex LXrerify
the conformity of the device with the type described in the EU type
examination certificate and with the requirements of this Regulation which
apply to them,
=  for devices in class B, in accordanceatlvAnnex VIII, confirm the
conformity with the technical documentation referred to in Annex Il and
with the requirements of this Regulation which apply to them,
and document its rationale for the selection of those parameters;
- have documented procedurés carry out the appropriate assessments and tests in
order to verify the conformity of the device with the requirements of the Regulation
by examining and testing every product batch as specified in Annex X, Section 5;
- have documented procedures prowig for agreement with the applicant as to
where the necessary tests will be performed if they are not to be carried out directly
by the notified body;
- assume full responsibility for test results in accordance with documented
procedures. Test reports soiitted by the manufacturer shall only be taken into
account if they have been issued by conformity assessment bodies which are

competent and independent of the manufacturer.
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4.6.4. Performance evaluation assessment
The notified body assessmentmiocedures and documentation shall address the results
of literature search and all validation, verification and testing performed and
conclusions drawn and shall typically include considerations of alternative materials
and substance® be used and of #hpackaging, stability/shelf life of the finished device.
Where no new testing has been undertaken by the manufacturer or for deviations from
procedures, the notified body shall appropriately challenge the justification presented by

the manufacturer.

The notified body shall have documented procedures in place relating to the review of a
manufacturer's procedures and documentation relating to performance evaluation both
for initial conformity assessment and on an ongoing basis. The notified body shall
examhe, validate and verify that the manuf a
adequately address:

- the planning, conduct, assessment, reporting and updating of the performance
evaluation according to Annex XI}, postmarket surveillance and posnharket
performance follow up,

- the interface with the risk management process,

- the appraisal and analysis of the available data and its relevance to demonstrate
conformity to the relevant requirements in Annex |,

- the conclusionsdrawn with regard to the clinickevidence and elaboration of the

performance evaluation report.

These procedures shall take into consideration available CS, guidance and best practice

documents.

24¢
EN



4.6.5.

The notified body assessment of performance evaluation according to Annex Xl shall

include:

- the intended use specified by the manufacturer and claims for the device defined
by him,

- the planning of the performance evaluation,

- the methodology for the literature search,

- relevant documentation to the literature search,

- the performance studies,

- postmarket surveillance and posnarket performance follow up,

- validity of claimed equivalence to other devices, the demonstration of equivalence,
the suitability and conclusions data from equivalent and similar devices,

- the performanceesvaluation report.

In relation to data from performance studies included within the performance
evaluation, the notified body shall ensure that the conclusions drawn by the
manufacturer are valid in the light of the performance studies submitted to the

competent authority.

The notified body shall ensure that the performance evaluation adequately addresses the
relevant safety and performance requirements in Annex I, that it is appropriately aligned
with the risk management, performed in accordance withnex XII and that it is

appropriately reflected in the information provided relating to the device.

ASpeci fic Procedureso

The notified body shall have detailed documented procedures, sufficient expertise and
facilities for vheeéepaeccdbidi hgpee Ahnde
which it is designated.

In the case of companion diagnostics the notified body shall have documented
procedures in place that relate to the requirements of this Regulation for consultation of
the European Mettines Agency or a medicinal products competent authority during its

assessment of such a device.
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Reporting

The notified body shall:

- ensure that all steps of the conformity assessment are documented so that the
conclusions of the assessment arearl@and demonstrate compliance with the
requirements of this Regulation and can provide objective evidence of this to

persons that are themselves novolved in the assessment, for examplersonnel

in designating authorities,

- ensure that records for gality management system audits are available that are
sufficient to provide a discernible audit trail,

- clearly document the conclusions of its assessment of the performance evaluation
in a performance evaluation assessment report,

- for each specific priect provide a detailed report which shall be based on a
standard format containing a minimum set of content determined by the Medical

Device Coordination Group.

The notified body report shall:

- clearly document the outcome of its assessment and draar denclusions on the
verification of the manufactureros conf
Regulation,

- make a recommendation for review and final decistoraking by the notified
body; this recommendation shall be clearly signed off by the respoasibtified
body personnel,

- be provided to the manufacturer.

Review

The notified body shall prior to making a final decision ensure:

- that personnel assigned for review and decision making on specific projects are
appropriately authorised and ardifferent from those personnel who have
conducted the assessments,

- that the report(s) and supporting documentation needed for decision making,
including close out of nonconformities raised during assessment, are complete and
sufficient with respect to tb scope of the application,

- that no unresolved nonconformities exist that prevent issuance of an EU

certificate.
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Decisions and certifications

The notified body shall have documented procedures for decision making including

responsibilities for thassuance, suspension, restriction and withdrawal of certificates.

These procedures shall include the notification requirements according to Chapter V of

this Regulation. These procedures shall allow it to:

- decide, based on the assessment documentati@haatditional information
available whether the requirements of the Regulation are fulfilled, decide based on
the results of their assessment of the performance evaluation and risk management
if the PMS plan, including whether the PMPF is adequate and oresiic
milestones for further review by the notified body of the up to date performance
evaluation,

- decide whether specific conditions or provisions need to be defined for the
certification,

- decide, based on the novelty, risk classification, performapealuation and
outputs from the risk analysis of the device, on a period for certification not
exceeding five years,

- clearly document decision making and approval steps including approval by
signature of the responsible individuals,

- clearly documentesponsibilities and mechanisms for communication of decisions,
in particular, if the final signatory of a certificate differs from the decision
maker(s) or does not fulfil the requirements outlined in Section 3.2.7. of this
Annex,

- issue a certificate(saccording to the minimum requirements defined in Annex X
for a period of validity not exceeding five years and shall indicate if there are
specific conditions or limitations associated with the certification,

- issue a certificate(s) for the applicant@he and shall not issue certificates
covering multiple entities,

- ensure that the outcome of the assessment and the resultant decision is notified to
the manufacturer and entered into the European databank according to Article
43(4).
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4.10. Changes and radifications
The notified body shall have documented procedures and contractual arrangements with
manufacturers in place relating to the information obligations and the assessment of
changes to:
- the approved quality management system(s) or the prodacge covered,
- the approved design of a device,
- the approved type of a device,
- any substance incorporated in or utilised for the manufacturing of a device and

being subject to fAspecific procedureso

These procedures ancbntractual arrangements shall include processes for checking
the significance of changes.

In accordance with its documented procedures, the notified body shall:

- ensure that manufacturers submit plans for such changes and relevant
information relating to the change for prior approval,

- assess the changes proposed and verify whether after these changes the quality
management system or the design/type of a device still meets the requirements of
this Regulation,

- notify the manufacturer of its decision ahprovide a (supplement) report, which

shall contain the justified conclusions of its assessment/audit.

4.11. Surveillance activities and postertification monitoring

The notified body shall have documented procedures:

- defining how and when surveillane activities of manufacturers are to be
conducted. These shall include provisions for unannouncedsite audits to
manufacturers and when applicable subcontractors and suppliers, carrying out
product tests and the monitoring of compliance to any condisam
manufacturers associated with certification decisions, e.g. updates to clinical data

at defined intervals,
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- for screening relevant sources of scientific and clinical data and postrket
information relating to the scope of its designation. Suchanfation shall be
taken into account in the planning and conducting of surveillance activities,

- to review vigilance information accessible according to Article 64a in order to
estimate its impact, if any, on the validity of existing certificates. Thaulssof the

evaluation and any decisions taken shall be thoroughly documented.

The notified body shall, upon receipt of information about vigilance cases from the

manufacturer or the competent authorities, decide about the following options:

- that noaction is required as the vigilance case is clearly not related to the
certification granted,

- observation of the manufacturerds and c
results of the manufacturerés investiga
certification granted is not endangered or adequate corrective action has been
performed,

- performance of extraordinary surveillance measures (document review, short
notice or unannounced audit, product testing, etc.) if it is likely that the
certification granted is endangered,

- increasing the frequency of surveillance audits,

- reviewing specific products or processes during the next audit of the manufacturer,
or

- any other relevant measure.

In relation to surveillance audits of manufacturers, the notifidmbdy shall have
documented procedures to:
- conduct surveillance audits of the manufacturer on at least an annual basis which
shall be planned and conducted in line with the relevant requirements in Section
4.6.,
- ensure that it adequately assesses thenmaf act ur er 6s document af
application of, the provisions on vigilance, the pasarket surveillance plan
(including postmarket performance followup),
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4.12.

- sample and test devices and technical documentations, during audits, according to
pre-defined sampling criteria and testing procedures to ensure that the
manufacturer continuously applies the approved quality management system,

- ensure that the manufacturer complies with the documentation and information
obligations laid down in the respectivenfex(es) of this Regulation and that his
procedures take into account best practices in implementation of quality
management systems,

- ensure that the manufacturer does not use quality management system or device
approvals in a misleading manner,

- gathersufficient information to determine if the quality management system
continues to comply with the requirements of this Regulation,

- if non-conformities are detected ask the manufacturer for corrections, corrective
actions, when applicable preventativetamns, and

- when necessary, impose specific restrictions on the relevant certificate or suspend

or withdraw it.

The notified body shall, if listed as part of the conditions for certification:

- conduct an in depth review of the up to date performancaleation of the
manufacturer based on posharket surveillance, postiarket performance follow
up and clinical literature relevant to the condition being treated or similar devices,

- clearly document the outcome of this review and address any specificezan or
conditions to the manufacturer,

- ensure that the updated performance evaluation is appropriately reflected in the

Instructions For Use and Summary of Safety and Performance Data.

Re-certification

The notified body shall have documented pealures in place relating to the +e

certification reviews and the renewal of certificates.-Rertification of approved quality
management systems or EU technical documentation assessment certificates or EU type

examination certificates shall occur at leasvery 5 years.
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The notified body shall have documented procedures relating to EU technical
documentation assessmergnewals and EU typ@xamination renewals that shall
require the manufacturer to submit a summary on changes and scientific findings for
the device, including:
- all changes to the originally approved device, including changes not yet notified,
- experience gained from postnarket surveillance,
- experience from risknanagement,
- experience from updating the proof of compliance with theneral safety and
performance requirements,
- experience from reviews of the performance evaluation, including the results of
any clinical investigations and posharket clinical follow up,
- changes of the requirements, of components of the device thescientific or
regulatory environment,
- changes of applied or new (harmonised) standards, CS or equivalent documents,
- changes in medical, scientific and technical knowledge, such as:
=  new treatments,
=  changes in test methods,
= new scientificfindings on materials, components, etc., also with respect to
biocompatibility,
=  experience from market research on comparable devices,
=  data from registers/registries,

=  experience from performance studies with comparable devices.

The notified body shihhave documented procedures to assess this information and shall
pay particular attention to clinical data from posharket surveillance and PMPF

activities undertaken since the previous {yeertification, including appropriate updates

t o man u f Eedotmanceavabuation reports.

For the decision on the extension the notified body shall use the same methods and
principles as for the initial decision. If necessary, separate forms shall be established
taking into account the above mentioned stepsg, ¢or application and application

review.
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1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

1.8.

1.9.

ANNEX VII

CLASSIFICATION CRITERIA

IMPLEMENTING RULES FOR THE CLASSIFICATION RULES

. Application of the classification rules shall be governed by the intended purpose of the

devices.

If the device isntended to be used in combination with another device, the classification rules
shall apply separately to each of the devices.

Accessories are classified in their own right separately from the device with which they are
used.

Software, which dives a device or influences the use of a device, falls automatically in the
same class as the device.

If thesoftware is independent of any other device, it is classified in its own right.

Calibrators intended to be used with a device shatldssified in the same class as the

device.

Control materials with quantitative or qualitative assigned values intended for one specific
analyte or multiple analyteshallbe classified in the same class as the device.

The manufacturer shall taknto consideration all the rules in order to establish the proper
classification for the device.

Where a device has multiple intended purposes stated by the manufacturer, which place the
device into more than one class, it shall be classified ihigter class.

If several classification rules apply to the same device the rule resulting in the higher

classification shall apply.

1.10. Each of the rules applies to firdine assays, confirmatory assays and supplemental assays.
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2.2.

CLASSIFICATION RULES

. Rulel

Devices intended for the following purposes are classifietbas D

- Devices intended to be used to detect the presence of, or exposure to, a transmissible
agent in blood, blood components, cells, tissues or organs, or in any afeitieatives,
in order to assess their suitability for transfusitnansplantatioror cell administration

- Devices intended to be used to detect the presence of, or exposure to, a transmissible
agent that causes a lifiereatening disease with a highsuspected highrisk of
propagation.

- Devices intended to be used to determine the infectious load of dhrEatening

disease where its monitoring is critical in the process of patient management.

Rule 2

Devices intended to be used for blood grouping, or tissue typing to ensure the immunological
compatibility of blood, blood components, cells, tissuergans that are intended for
transfusion or transplantatiam cell administration are classified adass G except when
intended to determine any of the following markers:

- ABO system [A (ABO1), B (ABO2), AB (ABO3)];

- Rhesus system [RH1 (DRHW1, RH2 (C), RH3 (E), RH4 (c), RH5 (e)];

- Kell system [Kell (K)];

- Kidd system [JK1 (Jka), JK2 (Jkb)];

- Duffy system [FY1 (Fya), FY2 (Fyb)]

in which case they are classifieddass D
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2.3. Rule3

Devices are classified atass Cif they are intended :

(a) for detecting the presence of, or exposure to, a sexually transmitted agent;

(b) for detecting the presence in cerebrospinal fluid or blood of an infectious afeout
ahigh or suspected highisk of propagation;

(c) for detecting the presence af infectious agent, if there is a significant risk that an
erroneous result would cause death or severe disability to the indjJmktalkor
embryobeing tested, or to the individual's offspring;

(d) for pre-natal screening of women in order to determine their immune status towards
transmissible agents;

(e) for determining infective disease status or immune status, if there is a risk that an
erroneous result would lead to a patient management decisigting a life
threatening situation for the patient or for the patient's offspring;

() to be used as companion diagnostics;

(fa) to be used for disease stagiifghere is a risk that an erroneous result would lead to a
patient management decisiaesulting in a life-threatening situation for the patient
or for the patient's offspring

(fb) to be used in screeningliagnosisor stagingof cancey

(g) for human genetic testing;

(h) for monitoring of levels of medicinal products, substances or gicdd components,
when there is a risk that an erroneous result will lead to a patient management decision
resulting in a lifethreatening situation for the patient or for the patient's offspring;

(i) for management of patients suffering from a-tifieedening diseaser condition;

() for screening for congenital disorders in #mbryoor foetus

(k) for screening forcongenital disorders in nevbborn where failure to detect and treat

such disorders could lead to lfthreateningsituations or severe disabilities.

2.4. Rule4
(@) Devices intended for setésting are classified as classe@ceptfor devicesfor the

detection of pregnancy, for fertility testing and for determining cholesterol level, and

devices for the detectivof glucose, erythrocytes, leucocytes and bacteria in urine,

which are Class B

(b) Devices intendefbr nearpatient testing are classified in their own right.
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2.5. Rule5
The following devices are classified @ass A
(a) products for generalaboratory use, accessories which possess no critical

characteristics, buffer solutionsvashing solutionsand general culture media and

histological stains intended by the manufacturer to make them suitablie fatro

diagnostic procedures relatedagpecific examination;
(b) instruments intended by the manufacturer specifically to be us@dvitro diagnostic
procedures;

(c) specimen receptacles.

2.6. Rule6

Devices not covered by the abewentioned classification rules are classifiedlassB.

2.7. Rule?7
Devices which are controls without a quantitative or qualitative assigned value are classified

asclass B
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ANNEX VI

CONFORMITY ASSESSMENT BASED ON A QUALITY MANAGEMENT
SYSTEM AND ON ASSESSMENT OF THE TECHNICAL DOCUMENTATION

Chapter I: Quality ManagementSystem

1. The manufacturer shakstablish, document and implementaality management systess
described in Article 8(5) of this Regulation and maintain its effectiveness through the life
cycle of thedevicesconcernedThe manufacturer shall ensure the application of the
guality management systeas specified in Section 3, and is subject to audit as laid down in
Sections 3.3. and 3.4. and to the surveillance as specified in Section 4.

Quality management systenassessient
3.1. The manufacturer shall lodge an application for assessment of his quality management system
with a notified body. The application shall include:

- the name and addregbkthe registered place of businessthe manufacturer and any
additional maanfacturing site covered by the quality management system, and, if the
application is lodged by the authorised representative, his name and addhisss
registered place of business well,

- all the relevant information on the devicegooup of devicegovered by theuality
management system

- a written declaration that no application has been lodged with any other notified body
for the same devieeelated quality management system, or information about any
previous application for the same devrelated quality management system ,

- a draft of an EU declaration of conformity in accordance with Article 15 and Annex
[l for the device model covered by the conformity assessment procedure,

- the documentation on the quality management system,

- adocumenteddescription of the procedures in place to fulfil the obligations imposed by
the quality management systeamd required by this Regulatioand the undertaking

by the manufacturer to apply these procedures,
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3.2.

- a description of the procedures in plag&éep the quality management system
adequate and efficacious and an undertaking by the manufacturer to apply these
procedures,

- the documentation on the pesairket surveillancseystem including, when applicable,

a plan for the posinarketperformancefollow-up, and the procedures put in place to
ensure compliance with the obligations emanating from the provisions on vigilance set
out in Articles 59 to 64,

- a description of the procedures in place to keep up to date themprdgatt surveillance
systen, including, when applicable, a plan for the postrketperformancefollow-up,
and the procedures ensuring compliance with the obligations emanating from the
provisions on vigilance set out in Articles 59 tapds well as the undertaking by the
manufaturer to apply these proceduyes

- documentation on the performance evaluation plan

- a description of the procedures in place to keep up to date the performance evaluation
plan taking into account the state of the art

Implementation of the quality management system shall ensurecahgpliance with the
provisions of this Regulation . All the elements, requirements and provisions adopted by the
manufacturer for his quality management system shall be documented in a systematic and
orderly manner in the form @ quality manual andwritten policies and procedures, such as

guality programmes, quality plans and quality records.

Moreover, the documentation to be submitted for the assessment of the quality management
system shall includan adequate description of, in particular:

(@) the manufacturer's quality objectives;
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(b) the organisation of the business and in particular:

- the organisational structuresth clear assignment to critical procedurgthe
responsibilities of the manag@ staff and their organisational authority ,

- the methods of monitoring the efficient operation of the quality management
system and in particular its ability to achieve the desired quality of design and of
device including control ofdeviceswhichfail to conform,

- where the design, manufactuamd/or final verification and testing of the
devices or element®f any of these is carried out by another party, the methods
of monitoring the efficient operation of the quality management systenmand
particular the type and extent of control applied to the other party,

- where the manufacturer does not have a registered place of business in a Member
State, the draft mandate for the designation of an authorised representative and a
letter of intenton of the authorised representative to accept the mandate;

(c) theproceduresnd techniques for monitoring, verifying, validating and controlling the
design of the deviceandthe corresponding documentation as well as the data and
records arising fromhibse procedures and techniquelere these procedures and
techniques shall specifically address:

- the strategy for regulatory compliance, including processes for identification of
relevant legal requirements, qualification, classification, handling of
equivalence, choice of and compliance with conformity assessment procedures,

- identification of applicable general safety and performance requirements and
solutions to address these, under consideration of applicable CS and
harmonized standards cequivalent solutions,

- the risk management according to Section 1a of Annex I,

- the performance evaluation, according to Article 47 and Annex XIlI, including
postmarket performance followup,

- the solutions to address the applicable specific requirerseaparding design
and construction, including appropriate preclinical evaluation, addressing
specifically Chapter Il of Annex I,

- the solutions to address the applicable specific requirements regarding the
information to be supplied with the devicaddressing specifically Chapter Il

of Annex I,
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- the device identification procedures drawn up and kept up to date from
drawings, specifications or other relevant documents at every stage of
manufacture,

- management of design or quality management sgsthanges

(d) theverification and quality assurance techniques at the manufacturing stage and in
particular:

- the processes and procedures which will be used and the relevant documents,

(e) the appropriate tests and trials which will be carried outrbetturing and after
manufacture, the frequency with which they will take place, and the test equipment

used; it shall be possible to trace back the calibration of the test equipment adequately.

In addition, the manufacturer shall grant the notified bathess to the technical

documentation referred to in Annex II.

3.3. Audit
(@) The notified body shall audit the qualityanagemensystem to determine whether it
meets the requirements referred to in Section\8l#&ere the manufacturer uses a
harmonised tandard or a CSelated to quality management system, it shall assess
conformity with those standardgsr CS Unless duly substantiated, it shall presume that

guality management systems which satisfy the relevant harmonised standards or CS
conform to the rguirements covered by the standards or CS.

(b) The auditteamshallinclude at least one member with past experience of assessments
of the technology concernéua accordance with sections 4.#b 4.6.0f Annex VI. In
circumstances where this experiencenist immediately obvious or applicable the
notified body shall provide a documented rationale for the allocation of this auditor.

The assessment procedure shall include an audit on the manufacturer's premises and, if
appropriate, on the premises of the ofacturer's suppliers and/or subcontractors to

verify the manufacturing and other relevant processes.

263

EN



3.4.

(c) Moreover,in the case of devices classified as class Cgtiadity management system
assessment shall be accompanied by the assessment of thedalatimcumentation
for devices selected on a representative basesccordance with provisions in

Sections 5.3a to 5.3a&f Chapter Il of this Annex. In choosing representative sample(s)

the notified body shall take into accouné guidance developed amiblished by the

MDCG according to Article 77 and in particulathe novelty of the technologthe

potential impact on the patient anstandard medicapractice ,similarities in design,

technology, manufacturinendwhere applicablesterilisationmethods, the intended

purpose and the results of any previous relevant assessments that have been carried out
in accordance with this Regulation. The notified body shall document its rationale for
the sample(s) taken.

(d) If the quality management systammnforms to the relevant provisions of this
Regulation, the notified body shall issue an EU qualitgnagement system
certificate. The decision shall be notified to the manufacturer. It shall contain the
conclusions of the audit and a reasomefort

The manufacturer shall inform the notified body which approved the quality management
system of any plan for substantial changes to the quality management, sydtesrdevice

range covered. The notified body shall assess the changes prapeisedine the need for
additional auditsand verify whether after these changes the quality management system still
meets the requirements referred to in Section 3.2. It shall notify the manufacturer of its
decision which shall contain the conclusions ofaksessment, and where applicable,
conclusionsof additional audis . The approval of any substantial change to the quality
management system or tlievicerange covered shall take the form of a supplement to the

EU quality management systegertificate.

Surveillance assessment applicable to devices classified as class C and D

. The aim of surveillance is to ensure that the manufacturer duly fulfils the obligations imposed

by the approved quality management system.
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4.2. The manufacturer shall autfige the notified body to carry out all the necessary audits,
including on-site audits and supply it with all relevant information, in particular:

- the documentation on the quality management system,

- the documentation aainy findings and conclusionseasulting from the application of
the postmarket surveillance plan, includinpe postmarketperformancefollow-up
plan for a selection of devicesand of the provisions on vigilance set out in Articles 59
to 64a,

- the data stipulated in the parttbe quality management system relating to design, such
as the results of analyses, calculations, tests and the solutions adopted regarding the
risk-management as referred to in Section 2 of Annex |,

- the data stipulated in the part of the quality managesyestem relating to manufacture,
such as inspection reports and test data, calibration data, qualification reports of the

personnel concerned, etc.

4.3. The notified body shall periodically, at le@stceevery 12 months, carry out appropriate
audits ad assessments to make sure that the manufacturer applies the approved quality
management system and the posirket surveillance plan. This shall includeditson the
premises of the manufacturer and, if approp
subcontractors. At the time of sudn-site audits the notified body shall, where necessary,
carry out or ask for tests in order to check that the quality management system is working
properly. It shall provide the manufacturer wigrsurveillanceaudit report and, if a test has

been carried out, with a test report.

4.4. The notified body shall randomly perfomh least once every five yeansannouncedn-site

auditsto the manufacturer and, if appropriate, of the manufacturer's suppliers and/or
sulrontractors, which may be combined with the periodic surveillance assessment referred to
in Section 4.3or be performed in addition to this surveillance assessment. The notified body
shall establish a plan for the unannounaadsite auditswhich shall ot be disclosed to the

manufacturer.
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4.5.

4.6.

4.7.

Within the context of such unannounced-site audits the notified body shaltestan

adequate sample from the production or the manufacturing process to verify that the
manufactured device is in conformity withettechnical documentation . Prior to the
unannouncedn-site audits the notified body shall specify the relevant sampling criteria and

testing procedure.

Instead of, or in addition to, the sampling from the production, the notified body shall take
samples of devices from the marketverify that the manufactured device is in conformity
with the technical documentation . Prior to the sampling, the notified body shall specify the

relevant sampling criteria and testing procedure.

The notified body shll provide the manufacturer with am-site auditreport which shall

include, if applicable, the result of the sampéest

In the case of devices classified as class C, the surveillance assessment shall also include
assessment of the technidalcumentatiomn accordance with the provisions in Sections

5.3a to 5.3e of Chapter Il of this Anneaf the device(s) concerned on the basis of further
representative sample(s) chosen in accordance with the rationale documented by the notified

body in accadance with point (c) of Section 3.3.

The notified body shall ensure that the composition of the assessment team assures experience
with theevaluation of the devices, systems and processmscerned, continuous objectivity

and neutrality; this shall include a rotation of the members of the assessment team at
appropriate intervals. As a general rule, a lead auditor shall not lead and attend an audit for

more than three consecutive yearsdgpect to the same manufacturer.

If the notified body establishes a divergence between the sample taken from the production or
from the market and the specifications laid down in the technical documentation or the
approved design, it shall suspendaathdraw the relevant certificate or impose restrictions on

it.
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Chapter II: Assessment of the technical documentation

5. Assessment of the technical documentatiofithe device and batch verification applicable
to devices in class D

5.1. In addition b the obligation imposed by Section 3, the manufacturer of devices classified as
class D shall lodge with the notified body referred to in Section 3.1 an application for the
assessmertf the technical documentatiomelating to the device which he platesplace on
the market or put into servicand is covered by the quality management system referred to

in Section 3.

5.2. The application shall describe the design, manufacture and performances of the device in

guestion. It shall include the technicalodimentation as referred to in Annex Il.

In the case of devices for seé#fsting or neapatient testing, the application shall also include
the aspects referred to in Section 6.1, point b).

5.3. The notified body shall examine the application emplogitadf with proven knowledge and
experiencein the evaluation ofthetechnologyand the devicesoncernednd the
evaluation of clinical evidenceThe notified body may require the application to be
completed by further tests or other evidence to allsessment of conformity with the
relevantrequirements of this 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.

5.3a. The notified body shall in particular review the clinical evidence presented by the
manufacturer in the performance evaluation report according to Annex Xll Section 1.4.2.
The notified body shall emploglevicereviewers with sufficient clinical expertiséacluding
the use of external clinical expertise with direct and current experience on the clinical

application of the device in question for the purposes of this review.
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5.3b. The notified body shall, in circumstances when the clinical evidence is basedata, in

5.3c.

5.3d.

5.3e.

total or in part, from devices which are claimed to be similar or equivalent to the device
under assessment, assess the suitability of this route, taking into account factors such as
new indications and innovation. The notified body shall clgadocument its conclusions

on the claimed equivalency, the relevance and adequacy of the data to demonstrate

conformity.

The notified body shall ensure the adequacy of the clinical evidence and the performance
evaluation and verify the conclusions drawn by the manufacturer on ¢ce@formity with

the relevant general safety and performance requirements. This review shalldiecl
consideration of the adequacy of the beneitk determination, the instructions for use, the
user training, t-markensarveillahce planuandancldds a rpview of
the need for, and adequacy of, the posarket performance follow uproposed, where

applicable.

The notified body shall consider based on its assessment of the clinical evidence, the
performance evaluation, and the benefisk determination if specific milestones are
required to be defined to allow for review Ryet notified body on updates to the clinical
evidence based on pestarket surveillance and posnarket performance follow up data.

The notified body shall clearly document the outcome of its assessment in the performance

evaluation assessment report
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5.4. Before issuing an EUechnical documentation assessmarrtificate, the notified body shall
request a reference laboratomnere designated in accordance with Article 78, to vettiky
claimedperformanceand the complianceof the devicewith the CS, when available or

with other solutions chosen by the manufacturer to ensure a level of safety and performance

that is at least equivalerithe verification shall include laboratory tests by the reference

laboratory according to Article 4.

In addition, the notified body shall, in the cases referred to in Article 40(2a), consult the

relevant experts referred to in Article 8laf Requlation (EU) [Ref. of future Requlation on

medical devices] following the procedure laid down in Article(28) on the performance

evaluation report of the manufacturer.

The reference laboratory shall provide a scientific opinion witthrdays.

The scientific opinion of the reference laboratand, where the procedure laid down

Article 40(2a)is applicable, the views of the experts consulteahd any possible updates

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 @ginion

the refaence laboratory, and, where applicable, by the experts consulted in accordance

with Article 40(2a),when making its decision. The notified body shall not deliver the

certificate if the scientific opiniopf the reference laboratoris unfavourable.

5.5. The notified body shall provide the manufacturer witle@ort on the technical

documentation assessmenincluding a performance evaluation assessment report

If the device conforms to the relevant provisions of this Regulation, the notified body shall
issue an EUtechnical documentation assessmedrtificate. The certificate shall contain the
conclusions of thassessmenthe conditions of validity, the dateeeded for identification of
the approveddevice and, where appropriate, a description of the intended purpose of the

device.
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5.6. Changes toheapproveddeviceshall receive further approval from the notified body which
issued the EUechnical docunentation assessmeapertificate, wherever the changes could
affect the safety and performance tbé deviceor the conditions prescribed for use of the
device. Where theapplicantplans to introduce any of the above mentioned changes he
shall informthe notified body which issued the Etdchnical documentation assessment
certificatethereof. The notified body shalassesshe planned changesd decide whether
the planned changes require a new conformity assessment in accordance with Artide 40
whether they could be addressed by means of a supplement to thedBdical
documentation assessmecgrtificate. In the latter case, the notified body shall assess the
changes notify the manufacturer of its decisiand where the changes are approved,
provide him with a supplement to tB&J) technical documentation assessmeaogrtificate

Where the changes could affect compliance with the CS or with other solutions chosen by the
manufacturer which were approved through the tethnical documentatiorassessment
certificate, the notified body shall consult the reference laboratory that was involved in the
initial consultation, in order to confirm that compliance with the CS or with other solutions
chosen by the manufacturer to ensure a level of safetyperformance that is at least

equivalent are maintained.

The reference laboratory shall provide a scientific opinion witthrdays.

The approval of any change to the approdsviceshall take the form of a supplement to the
EU technical documentaon assessmertertificate.

5.7. To verify conformity of manufactured devices classified as class D, the manufacturer shall
carry out tests oreachmanufactured batch of devices. After the conclusion of the controls
and tests he shall forward to theified body without delay the relevant reports on these
tests. Furthermore, the manufacturer shall make the samples of manufactured batches of
devices available to the notified body in accordance witkagreed conditions and
modalities which shall inclile that the notified body or the manufacturer shall send samples
of the manufactured 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 ndified body about its findings.

27¢
EN



5.8. The manufacturer may place the devices on the market, unless the notified body
communicates to the manufacturer within the agreedftiamee, but not later than 30 days
after reception of the samples, any other degjsitcluding in particular any condition of

validity of delivered certificates.

Assessment of the technical documentatioinspecific types of devices
6.1. Assessment of the technical documentatioin devices for selesting andlevices fomear
patienttesting classified as class 8 or D

(@) Themanufactureof devicedor self-testingand devices fonearpatient testing

classified as class,[® and D shall lodge with the notified body referred to in Section
3.1 an application for thassessent of the technical documentation
(b) The application shall enable the design of the device to be understood and shall enable
conformity with the design related requirements of this Regulation to be assessed. It
shall include:
- test reports, includingesults of studies carried out with intended users;
- where practicable, an example of the device; if required, the device shall be
returned on completion of thechnical documentation assessment
- data showing the suitability of the device in viewtefintended purpose for self
testing or near patienesting;
- the information to be provided with the device on its label and its instructions for
use.
The notified body may require the application to be completed by further tests or proof
to allow assesmment of conformity with the requirements of this Regulation.
(ba) The notified body shall verify the compliance of the devices with the relevant
requirements set out in Annex | of this Regulation.
(c) The notified body shalbssesshe application emplogg staff with proven knowledge
and experience regarding the technology concesnddhe intended purpose of the
deviceand provide the manufacturer withiexhnical documentation assessment

report.
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(d) If the device conforms to the relevant provisiohghes Regulation, the notified body
shall issue an EUechnical documentation assessmertificate. The certificate shall
contain the conclusions of theessessmenthe conditions of validity, the data needed
for the identification of the approvedevicesand, where appropriate, a description of
the intended purpose of the device.

(e) Changes to the approvetkeviceshall receive further approval from the notified body
which issued the EUechnical documentation assessmerartificate, wherever the
changes could affect the safety and performancéhefieviceor the conditions
prescribed for use of the devicé/here theapplicantplans to introduce any of the
above mentioned changes kgall inform the notified body kich issued the EU
technical documentation assessmeartificate thereotf The notified body shall
assesshe planned changesd decide whether the planned changes require a new
conformity assessment in accordance with Article 40 or whether they cbald
addressed by means of a supplement to thet&thnical documentation assessment
certificate. In the latter case, the notified body shall assess the changegy the
manufacturer of its decision ang@here the changes are approveutpvide him with a

supplement to the Elechnical documentation assessmerrtificate.

6.2. Assessmemf the technical documentatioof companion diagnostics
(@) The manufacturer of a companion diagnostic shall lodge with the notified body referred
to in Section 3.1 anpplication for theassessmentf the technical documentation
(b) The application shall enable tharacteristics and performance(sf the device to be
understood and shall enable conformity with the desgtpited requirements of this
Regulation to bassessed, in particular, with regard to the suitability of the device in

relation to the medicinal product concerned.
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(c) henotified body shall before issuing an EWechnical documentation assessment
certificatefor the companion diagnostiand on the basis of the draft summary of safety
and performance and the draft instructions for agasultone of thecompetent
authorities designated by the Member States in accordance with Directive 2001/83/EC
(hereinafter referred to as 'medicinal prots competent authority') or the European
Medi cines Agency (hereinafter referred t«
No 726/2004 laying down Community procedures for the authorisation and supervision
of medicinal products for human and veterinasg and establishing a European
Medicines Agenc¥, regarding the suitability of the device in relation to the medicinal
product concerned. Where the medicinal product falls exclusively within the scope of
the Annex of Regulation (EC) No 726/2004, the fredi body shall consult the EMAE
the medicinal product is authorised, or if an application for its authorisation has been
submitted, the notified body shall consult the medicinal products competent authority,
or the EMA, that is responsible for the authisation.

(d) The medicinal product competent authority or the EdbAsulted pursuant to point (c)
shall give its opinion, within 60 days after receipt of valid documentation. Thigp0
period may be extended once for a further 60 daysstiied grounds. The opinion
and any possible update shall be included in the documentation of the notified body
concerning the device.

(e) The notified body shall give due consideration to the opireferred to in point (d)
when making its decisiohe ndified body shall convey its final decision to the
medicinal products competent authority concerned or to the Edm&ulted pursuant
to point (c) TheEU technical documentation assessmaartificate shall be delivered

in accordance with point (d) of Section 6.1.

31 QOJL 136,30.4.2004, p. 1.
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() Before changes affectirtge performance and/or the intended uaad/orthe
suitability of the device in relation to the medicinal product concerned are made, the
manufactureshall inform the notified body of the changé&ke notified body shall
assess the planned changes and decide whether the planned changes require a new
conformity assessment in accordance with Article 40 or whether they could be
addressed by means of agplement to the EU technical documentation assessment
certificate. In the latter case the notified body shall assess the changes @nasult
the medicinal products competenithorityor the EMAthat was involved in the initial
consultation . The medicih products competent authority or the EMénsulted
pursuant to this poinshall give its opinion within 30 days after receipt of the valid
documentation regarding the changes. A supplement to thee&tuhical
documentation assessmecgrtificate shall b issued in accordance with point (e) of
Section 6.1.

Chapter Ill: Administrative provisions

The manufacturer awhere the manufacturer does not have a registered place of business in

a Member Statédnis authorised representative shall, for a peeiding at leasten years after

the last device has been placed on the market, keep at the disposal of the competent

authorities:

- the declaration of conformity,

- the documentation referred to in tfigth indent of Section 3.1. and in particular the
data and records arising from the procedures referred to in point (c) of Section 3.2.,

- the changes referred to in Section 3.4.,

- the documentation referred to in Sections 5.2. and point (b) of Section 6.1., and

- the decisions and reports from the netifibody as referred to in Sections 3.3., 4.3., 4.4.,
5.5.,5.6., 5.8., points (c), (d) and (e) of Section 6.1., point (e) of Section 6.2. and point
(f) of Section 6.2.
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Each Member State shall make provision that this documentation is kept at thald$pios
competent authorities for the period indicated in the first sentence of the preceding paragraph
in case the manufacturer, or his authorised representative, established within its territory goes

bankrupt or ceases its business activity prior ¢oethd of this period.
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CONFORMITY ASSESSEMENT BASED ON TYPE EXAMINATION

EU typeexamination is the procedure whereby a notified body ascertains and certifies that a

ANNEX IX

of this Regulation.

Application

The application shall include:

device, including its technical documentation and relevant life cyatecesses and a

correspondingrepresentative sample of the production covered fulfil the relevant provisions

the name and addresbkthe registered place of businessthe manufacturer and, if the

application is lodged by the authorised representative, the name and afithess

registered place of businesd the authorised representative,

the technicalocumentatiomeferred to in Annex land Annex lla. The appicant shall

make arepresentative sample of the production in question, hereinafter referred to as

60typed available to the notified

necessary,

body.

in the case of devices for sédfsting or neapatient esting, test reports, including

results of studies carried out with intended users, and data showing the handling

suitability of the device in view of its intended purpose for-gedfing or near patient

testing,

where practicable, an example of the de. If required, the device shall be returned

on completion of the technical documentation assessment;

data showing the suitability of the device in view of its intended purpose for self

testing or nearpatienttesting,

the information to be providedith the device on its label and its instructions for use,

awrittendeclaration that no application has been lodged with any other notified body

for the same type, or information about any previous application for the same type that

has been refused layother notified bodgr that has beemwithdrawn by the

manufacturer before the other Notified Body made its final assessment
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3.0.

3.1.

3.1b.

3.1c.

3.1d.

Assessment

The notified body shall:

examine the application employing staff with proven knowledge and experience in the
evaluation of the technologyand the devicesoncernedand the evaluation of clinical
evidence. The notified body may require the application to be completed by further tests or
other evidence to allow assessment of conformity with the relevant requiréredrthis
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.

examine and assess the technical documentatic@onformity with the requiements of this
regulation applicable to the deviand verify that the type has been manufactured in
conformity with that documentation; it shall also record the items designed in conformity with
the applicable specifications of the standards referredAaticle 6 or CS, as well as the

items not designed on the basis of the relevant provisions of the abovementioned standards;

review the clinical evidence presented by the manufacturer in the performance evaluation
report according to Annex Xll Section 1.4.2. The notified body shall empleyice

reviewers with sufficient clinical expertise, including the use of external clinie&pertise

with direct and current experience on the clinical application of the device in question for

the purposes of this review.

in circumstances when the clinical evidence is based on data, in total or in part, from
devices which are claimeatbe similar or equivalent to the device under assessment, assess
the suitability of this route, taking into account factors such as new indications and
innovation. The notified body shall clearly document its conclusions on the claimed

equivalency, the revance and adequacy of the data to demonsteateformity.

clearly document the outcome of its assessment in the performance evaluagdgrssment

report according toAnnex VIII Section 5.3e..
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3.2. carry out or arrange for the appropriagsessments and the physical or laboratory tests
necessary to verify whether the solutions adopted by the manufacturer meet the general safety
and performance requirements of this Regulation if the standards referred to in Article 6 or CS
have not been appd; if the device is to be connected to other device(s) in order to operate as
intended, proof shall be provided that it conforms to the general safety and performance
requirements when connected to any such device(s) having the characteristics $pettied

manufacturer;

3.3. carry out or arrange for the appropriate assessments and the physical or laboratory tests
necessary to verify whether, if the manufacturer has chosen to apply the relevant standards,
these have actually been applied,;

3.4. agreewith the applicant on the place where the necessary assessments and tests will be carried

out; and

3.4a.draw up an EU typeexamination report on the results of the assessments and tests carried

out under Sections 3.0 to 3.3.;

3.5. in the case of deviseclassified as class D, request a reference laboratory, where designated in

accordance with Article 78, to verifiae claimed performance and theompliance of the

device with theCS,when available pr with other solutions chosen by the manufacturer to

ensure a level of safety and performance that is at least equivithenterification shall

include laboratory tests by the reference laboratory according to Article 40(2).

In addition, the notified body shall, in the cases referred to in Article 40(Zansult the

relevant experts referred to in Article 81a of Regulation (EU) [Ref. of future Requlation on

medical devices] following the procedure laid down in Article 40(2a) on the performance

evaluation report of the manufacturer.

The reference laboratpshall provide a scientific opinion with0 days.
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3.6.

3.7.

The scientific opinion of the reference laboratang, where the procedure laid down

Article 40(2a)is applicable the views of the experts consulteahd any possible updates

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 afinion

the reference laboratory, and, where applicaby, the experts consulted in accordance

with Article 40(2a),when making its decision. The notified body shall not deliver the

certificate if the scientific opiniopf the reference laboratoris unfavourable.

For companion diagnostc seek the opion, on the basis of the draft summary of safety and
performance and the draft instructions for use, of one of the competent authorities designated
by the Member States in accordance with Directive 2001/83/EC (hereinafter referred to as
'medicinal produts competent authority") or the European Medicines Agency (hereinafter
referred to as O6EMAG) on the suitability of
concerned. Where the medicinal product falls exclusively within the scope of the Annex of
Reaulation (EC) No 726/2004, the notified body shall consult the ENM#e medicinal

product is authorised, or if an application for its authorisation has been submitted, the

notified body shall consult the medicinal products competent authority, or the Ehat is
responsible for the authorisatioriThe medicinal products authority or tliEeMA shall deliver

its opinion within 60 days upon receipt of the valid documentation. Thtag@eriod may

be extended once for a further 60 daygustified 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 expressedh®y inedicinal 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 Ed&ulted pursuant to this

section, and

draw up an EU tpe-examination report on the results of the assessments, tests and
scientific opinions undeiSections 3.0 to 3.6including a performance evaluation
assessmerneport for devices classified as class C or D or covered by Section 2, third
indent
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5.2.

5.2a.

5.3.

Certificate

If the type conforms to the provisions of this Regulation, the notified body shall issue an EU
type-examination certificate. The certificate shall contain the name and address of the
manufacturer, the conclusions of the assessment, the conditieagldly and the data

needed for identification of the type approvéte certificate shall be drawn up in

accordance with Annex XIThe relevant parts of the documentation shall be annexed to the
certificate and a copy kept by the notified body.

Changes to the type

. The applicant shall inform the notified body which issued the EU-éyaenination certificate

of any planned change to the approved typef its intended purpose ancbnditions ofuse

Changes to the approved prodiundiuding limitations of its intended purposand

conditions ofuseshall receive further approval from the notified body which issued the EU
type-examination certificate wherever the changes may affect conformity with the general
safety and performance requirementtsvith the conditions prescribed for use of the product.
The notified body shall examine the planned changes, notify the manufacturer of its decision
and provide him with a supplement to the EU tggamination report. The approval of any
change to the gpoved type shall take the form of a supplement to the initial EU type

examination certificate.

Changes to the intended purpose agonditions ofuseof the approved device, with the
exception of limitations of the intended purpose agonditions ofuse, require a new

application for a conformity assessment.

Where the changes could aff¢ioe claimed performance ccompliance with the CS or with
other solutions chosen by the manufacturer which were approved through the EU type
examination cerficate, the notified body shall consult the reference laboratory that was
involved in the initial consultation, in order to confirm that compliance with the CS, when
available, or with other solutions chosen by the manufacturer to ensure a level chsdfety

performance that is at least equivalent are maintained.

The reference laboratory shall provide a scientific opinion wigrdays.
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5.4. Where the changes affdbie performance or the intended use @fcompanion diagnostic
approved through the Elyge-examination certificateor 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
authoity 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 tgp@mination certificate

6.  Administrative provisions
The manufacturer pwhere the manufacturer does not have a registered place of business
in a Member Statehis authorised representative shall, for a period ending atteagears,
after the last device has been placed on the market, keep at the disposal of the competent
authorities:
- the documentation referred to in the second indent of Section 2,
- the changes referred to in Section 5,
- copies of EU typexamination certicates scientific opinionsand reportsand their

additiongsupplements

Section 8 of Annex VIII shall apply.
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ANNEX X

CONFORMITY ASSESSMENT BASED ON PRODUCTION QUALITY
ASSURANCE

The manufacturer shall ensure application of the quality managenstetnsgpproved for the
manufacture of the devices concerread carry out the final inspection, as specified in
Section 3, and is subject to the surveillance referred to in Section 4.

The manufacturer who fulfils the obligations imposed by Sectiorall gtaw up and keep an
EU declaration of conformity in accordance with Article 15 and Annex Il for the device
model covered by the conformity assessment procedure. By issuing an EU declaration of
conformity, the manufacturer ensures and declares thdethees concernedeet the
provisions of this Regulation which apply to theand in the case of Class C and Class D
devices that undergo a type examination, conform to the type described in the EU type

examination certificate

Quality managementsystem

. The manufacturer shall lodge an application for assessment of his quality management system

with a notified body.

The application shall include:

- all elements listed in Section 3.1 of Annex VIII,

- the technical documentation as referred tAmmex Il for the types approved,;

- a copy of the Eltype examination certificates referred to in Section 4 of Annex IX; if
the EUtype examination certificates have been issued by the same notified body with
which the application is lodged, a referencéhtechnical documentati@md its

updatesand the certificates issued mecessary
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3.2.

3.3.

3.4.

Implementationof the quality management system shall enstompliance withthe type

described in the EU typexamination certificate andith the provision®f this Regulation

which apply to them at every stadgdl the elements, requirements and provisions adopted by
the manufacturer for his quality management system shall be documented in a systematic and
orderly manner in the form of written policies addndard Operating Procedures (SOPS),

such as quality programmes, quality plans, quality manuals and quality records.

It shall, in particular, include an adequate description of all elements listed in points (a), (b),
(d) and (e) of Section 3.2. of Ann&ill.

The provisions of points (a) and (b) of Section 3.3. of Annex VIIl, apply.

If the qualitymanagemensystem ensures that the devices conform to the type described in
the EU typeexamination certificate and conforms to the relevant provisions of this
Regulation, the notified body shall issue an dductionquality assurance certificate. The
decision shll be notified to the manufacturelt shall contain the conclusions of the

inspection and a reasoned assessment.

The provisions of Section 3.4. of Annex VIl apply.

Surveillance
The provisions of Section 4.1., the first, second and four@mitsdof Section 4.2., Section
4.3., Section 4.4., Section 4.6. and Section 4.7. of Annex VIII apply.

Verification of manufactured devices classified as class D

In the case of devices classified as class D, the manufacturer shall carry out ¢éests on
manufactured 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 samples of manufactured devices bebatcdevices available to

the notified body in accordance with pagreed 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 labany, where designated in accordance with Article 78,

to carry out appropriataboratorytests The reference laboratory shall inform the notified

body about its findings.
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5.2.

The manufacturer may place the devices on the market, unless the rattfied
communicates to the manufacturer within the agreed time frame, but not later than 30 days
after reception of the samples, any other decision, including in particular any condition of

validity of delivered certificates.

Administrative provisions

The manufacturer ovhere the manufacturer does not have a registered place of business in

a Member Statédis authorised representative shall, for a period ending attieagears after

the last device has been placed on the market, keep at the diggbeat@mpetent

authorities:

- the EU declaration of conformity,

- the documentation referred to in tfigth indent of Section 3.1 of Annex VIII,

- the documentation referred to in tlegghth indent of Section 3.1 of Annex VIII,
including the EU typeexamination certificate referred to in Annex IX,

- the changes referred to in Section 3.4 of Annex VIII and

- the decisions and reports from the notified body as referred to in Sections 3.3., 4.3. and
4.4. of Annex VIII.

Section 8 of Annex VIII shall apply.
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ANNEX Xl

CERTIFICATES ISSUED BY A NOTIFIED BODY

General Requirements

Certificates shall be drawn up in one of the official languages of the Union.

Each certificate shall refer to only one conformity assessment procedure.

Certificates shallonly be issued to one manufacturer (natural or legal person). The name

and address of the manufacturer included in the certificate shall be the same as that

registered in the electronic system referred to in Article 23 of this Regulation.

The scope oftte certificates shall unambiguously describe the device(s) covered.

(@) EU technical documentation assessmertd EU typeexamination certificates shall
include a clear identification (name, model, type) of the device(s), the intended
purpose (as indicatetly the manufacturer in the instructions for use and that has
been assessed by the conformity assessment procedure), risk classification and the
Basic UDI-DI unit of use as referred to in Article 22(4b).

(b) EU quality management system certificates shattlude the identification of the
devices or groups of devices, the risk classification and the intended purpose.

Irrespective of the description used in/with the certificate, the Notified Body shall be able to

demonstrate on request, which (individualgvices are covered by the certificate. The

Notified Body shall set out a system that enables the determination of the devices, including

their classification, covered by the certificate.

Certificates shall contain, if applicable, a note that for th&aping on the market of the

device(s) covered by this certificate, another certificate according to this Regulation is

required.

EU quality management system certificates for class A sterile devices shall include a

statement that the Notified Body hasidited the qualitymanagemensystem restricted to

the aspects of manufacture concerned with securing and maintaining sterile conditions.

Whena certificatereplaces a previous oneg. when it issupplementedmodifiedor re-

issuedit shall containa reference to the previous certificate and its date of issuih

identification of the changs.

28¢<

EN



7a.

10.

11.
12.
13.
14.

Minimum content of the certificates

Name, address and identification number of the notified body;

name and address the manufacturer and, ipplicable, of the authorised representative;
unique number identifying the certificate;

the single registration number of the manufacturer according to Article 23a(2);

date of issue;

date of expiry;

data needed for thenambiguousidentification of the device(syhere applicableas

specified inPart 1, Section 4 of this Annex

if applicable, reference to a previous certificate as specifie@ection 1.80of this Annex;
reference to this Regulation and the relevant Annexrdoapto which the conformity
assessment has been carried out;

examinations and tests performed, e.g. reference to releé®rgtandards test reports /
audit report(s);

if applicable, reference to the relevant parts of the techaamlmentation or other
certificates required for the placing on the market of the device(s) covered;

if applicable, information about the surveillance by the notified body;

concl usi ons of cobfdrmeity assedsmeiviitherahardtathe yel@vant Annex
conditions for or limitations to the validity of the certificate;

legally binding signature of the notified body according to the applicable national law.
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1.2.

ANNEX XIlI

PERFORMANCE EVALUATION AND POST-MARKET FOLLOW -UP

Part A: Performance Evaluation andClinical Performance Studies
PERFORMANCE EVALUATION
Performance evaluation of a device is a continuous process by which data are assessed
and analysed to demonstrate the scientific validity, analytical performance and clinical
performance of that device for its intended purpose as stated by the manufacturer. To
plan, continuously conduct and document a performance evaluation, the manufacturer
shall establish and update a performance evaluation plan. The performance evaluation
plan shall specify the characteristics and the performance of the device and the process
and criteria applied to generate the necessary clinical evidence.

The performance evaluation shall be thorough and objective, considering both

favourable and unfavourale data.

Its depth and extent shall be proportionate and appropriate to the characteristics of the

device including the risks, risk class, performance and its intended purpose.

Performance evaluationplan

As a general rule, the performanaevaluation plan shall include at least:

- a specification of the intended purpose of the device according to Article 2 [@pint

- a specification of the characteristics of the device as described in Section 6 of
Chapter 1l of Annex | and in point (ii) of &ction 17.3.1. in Chapter Il of
Annexl|;

- a specification of the analyte or marker to be determined by the device;

- a specification of the intended use of the device;

- identification of certified reference materials or reference measurement
proceduredo allow for metrological traceability;

- a clear identification of specified target groups with clear indications, limitations

and contraindications;
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1.3.

an identification of the general safety and performance requirements as described
in Annex | Section land Annex | Section I1.6 that require support from relevant
scientific validity and analytical and clinical performance data;

a specification of methods , including the appropriate statistical tools, used for the
examination of the analytical and clinial performance of the device and of the
limitations of the device and information provided by it;

a description of the state of the art, including an identification of existing relevant
standards, CS, guidance or best practices documents;

an indicationand specification of parameters to be used to determine the
acceptability of the benefit/risk ratio for the intended purpose(s) and for the
analytical and clinical performance of the device according to the state of the art
in medicine;

for softwarequalified as a device, an identification and specification of reference
databases and other sources of data used as the basis for its decision making;

an outline of the different development phases including the sequence and means
of determination of thescientific validity, the analytical and clinical performance,
including an indication of milestones and a description of potential acceptance
criteria,;

the postmarket performance followup (PMPF) planning according to Part B of

this Annex.

Where any othe above mentioned elements are not deemed appropriate in the

Performance Evaluation Plan due to the specific device characteristics a justification

shall be provided in the plan.

Demonstration of the scientific validity and the analytical and gtal performance:

As a general methodological principle the manufacturer shall:

identify through systematic scientific literature review the available data relevant
to the device and its intended purpose and identify any remaining unaddressed
issues omgaps in the data;

appraise available data by evaluating their suitability for establishing the safety
and performance of the device;

generate any new or additional data needed to address outstanding issues.
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1.3.1.

1.3.2.

Demonstration of the scientific vality

The manufacturer shall demonstrate the scientific validity based on one or a

combination of the following sources:

- relevant information on the scientific validity of devices measuring the same
analyte or marker;

- scientific (peefreviewed) literatue;

- consensus expert opinions/positions from relevant professional associations;

- results from proof of concept studies;

- results from clinical performance studies.

The scientific validity of the analyte or marker shall be demonstrated and documented i

the scientific validity report.

Demonstration of the analytical performance

The manufacturer shall demonstrate the analytical performance of the device according
to all the parameters described in point (a) of Section 6(1) of Annex I, unless any
omission can be justified as not applicable.

As a general rule, the analytical performance shall always be demonstrated on the basis
of analytical performance studies.

For novel markers, it may not be possible to demonstrate trueness since certified
reference materials or reference measurement procedures may not be available. If there
are no comparative methods, different approaches may be used if demonstrated to be
appropriate (e.g. comparison to some other wadicumented methods, comparison to the
composite reference method). In the absence of such approaches, a clinical performance
study comparing performance of the novel device to the current clinical standard

practice is required.

Analytical performance shall be demonstrated and documented in thedydical

performance report.
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1.3.8.

1.4.
1.4.1.

Demonstration of the clinical performance
The manufacturer shall demonstrate the clinical performance of the device according to
all the parameters described in point (b) of Section 6.1. of Annex |, unless any omission

be justified as not applicable.

Demonstration of the clinical performance of a device shall be based on one or a
combination of the following sources:

- clinical performance studies;

- scientific peefreviewed literature;

- published experience gained lbgutine diagnostic testing.

Clinical performance studies shall be performed unless it is duly justified to rely on other

sources of clinical performance data.

Clinical performance shall be demonstrated and documented in the clinical performance

report.

Clinical evidence and performance evaluation report

The manufacturer shall assess all relevant scientific validity, analytical and clinical
performance data to verify the conformity of his device with the general safety and
performance requirerants in Annex |I. The amount and quality of that data shall allow
the manufacturer to make a qualified assessment whether the device will achieve the
intended clinical benefit(s) and safety, when used as intended by the manufacturer. The
data and conclusios drawn from this assessment shall constitute the clinical evidence
for the device. The clinical evidence shall scientifically demonstrate that the intended
clinical benefit(s) and safety will be achieved according to the state of the art in

medicine.

29¢
EN



1.42. Performance evaluation report
The clinical evidence shall be documented in a performance evaluation report. This
report shall include the scientific validity report, the analytical performance report, the
clinical performance report and an assessmeffitleese reports allowing demonstration

of the clinical evidence.

The performance evaluation report shall in particular include:

- the justification for the approach taken to gather the clinical evidence;

- the literature search methodology and the litewa¢ search protocol and literature
search report of a literature review;

- the technology on which the device is based, the intended purpose of the device and
any claims made about the deviceds perf

- the nature and extent of thecientific validity and the analytical and clinical
performance data that has been evaluated;

- the clinical evidence as the acceptable performances against the state of the art in
medicine;

- any new conclusions derived from pestarket performance followup reports

according to Part B of this Annex.

1.4.3. The clinical evidence and its assessment in the performance evaluation report shall be
updated throughout the life cycle of the device concerned with data obtained from the
implementation of themanufacturer's postmarket performance followup plan in
accordance with part B of this Annex, as part of the performance evaluation and the
postmarket surveillance system referred to in Article 8(6). The Performance Evaluation

Report shall be part of théechnical documentationEavourable and unfavourable data

considered in the performance evaluation shall also be part of the technical

documentation.
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2. CLINICAL PERFORMANCE STUDIES

2.1. Purpose of clinical performance studies
The purpose of clinical parmance studies is to establish or confirm aspects of device
performance which cannot be determined by analytical performance studies, literature
and/or previous experience gained by routine diagnostic testing. This information is used
to demonstrate cornlipnce with the relevant general safety and performance requirements
with respect to clinical performance. When clinical performance studies are conducted, the
data obtained shall be used in the performance evaluation process and be part of the

clinical evidence for the device.

2.2. Ethical considerations for clinical performance studies
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 astordance

with recognised ethical principles.

2.3. Methods for clinical performance studies
2.3.1. Clinical performance study design type
Clinical performance studies shall be designed in such a way as to maximize the relevance

of the data while mininsing potential bias.

2.3.2. Clinical performance studylan
Clinical performance studies shall be performed on the baai&lfical performance
studyplan'.

The clinical performance stugyan (CPSP) shall define the rationale, objectives, design
and proposed analysis, methodology, monitoring, conduct and re¢@eping of the
clinical performance study. It shall contain in particular the information as laid down
below. If part of this information is submiéd in a separate document, it shall be

referenced in the CPSHEor studies using lefover samples, (u), (x), (y) shall not apply.

(@) Identification of the clinical performance study and the CPSP.
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(b)

()

(€)

(f)

(9)

(h)

()

()

(k)

Identification of the sponsoi name, address of theegistered place of business
and contact details of the sponsor and, if applicable, the name, address of the
registered place of business and contact details of his contact person/ legal
representative pursuant to Article 4@ paragraph_2 established inlie Union.
Information on investigator(s) (i.e. principal, coordinating, other; qualifications;
contact details) and investigation site(s) (number, qualification(s), contact details)
and, in the case of devices for séfsting, the location and numbeaf lay persons
involved.(d) The starting date and scheduled duration for the clinical
performance study.

Identification and description of the device, its intended purpose, the analyte(s) or
marker(s), the metrological traceability, and the manufacture

Information about the type of specimens under investigation.

Overall synopsis of the clinical performance study, its design typg (e
observational, interventional) together with the objectives and hypotheses of the
study, reference to the cuent state of the art in diagnosis and/or medicine.

A description of the expected risks and benefits of the device and of the clinical
performance study in the context of the state of the art in clinical practaed

with the exception of studies usidgft-over sampleshe medical procedures

involved and patient management.

The instructions for use of the device or test protocol, the necessary training and
experience of the user, the appropriate calibration procedures and means of
control, theindication of any other devices, medical devices, medicinal product or
other articles to be inor excluded and the specifications on any comparator or
comparative method used as reference,

Description of and justification for the design of the clinicperformance study, its
scientific robustness and validity, including the statistical design, and details of
measures to be taken to minimise bias (e.g. randomisation) and management of
potential confounding factors.

The analytical performance accordg to point a) of Section 6(1) of Annex | with

justification for any omission.
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() Parameters of clinical performance according to point b) of Section 6(1) of Annex

| to be determined, with justification for any omissioand with the exception of

studiesusing leftover samples thepecified clinical outcomes/endpoints

(primary/secondary) used with a justification and the potential implications for
individual health and/or public health management decisions

(m) Information on the performance study populah: specifications of the subjects,
selection criteria, size of performance study population, representativity to target
population and, if applicable, information on vulnerable subjects involved (e.g.
children, immuno-compromised, elderly, pregnant women

(n) Information on use of data out of left over specimens banks, genetic or tissue
banks, patient or disease registries etc. with description of reliability and
representativity and statistical analysis approach; assurance of relevant method for
determning the true clinical status of patient specimens.

(0) Monitoring plan;

(p) Data management;

(q) Decision algorithms;

() Policy regarding any amendments (incl. those according to Article 53) to or
deviations from the CPSP, with a clear prohibition of usewaivers from the
CPSP.

(s) Accountability regarding the device, in particular control of access to the device,
follow-up in relation to the device used in the clinical performance study and the
return of unused, expired or malfunctioning devices.

(t) Statement of compliance with the recognised ethical principles for medical
research involving humans and the principles of good clinical practice in the field
of clinical performance studies as well as with the applicable regulatory
requirements.

(u) Descrption of the informed consent process, including a copy of the patient
information sheet and consent forms.

(v) Procedures for safety recording and reporting, including definitions of recordable
and reportable events, and procedures and timelines for rapgr

(w) Criteria and procedures for suspension or early termination of the clinical

performance study.
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2.3.3.

2a.
2a.l.

(x) Criteria and procedures for follow up of subjects following completion of a
performance study, procedures for follow up of subjects in the casgispension
or early termination, procedures for follow up of subjects who have withdrawn
their consent and procedures for subjects lost to follow up. Procedures for
communication of test results outside the study, including communication of test
results b the performance study subjects.

(y) Policy as regards the establishment of the clinical performance study report and
publication of results in accordance with the legal requirements and the ethical
principles referred to in Section 1 of Chapter I.

(z) Listof the technical and functional features of the device indicating those that are
covered by the performance study.

(aa) Bibliography.

Where any of the aboveentioned elements are not deemed appropriate for inclusion in
the CPSP due to the specific styidesign chosen (e.g. use of tefter samples versus

interventional clinical performance studies), a justification shall be provided.

Clinical performance study report

A ‘clinical performance study report’, signed by a medical practitioner asthay

authorised person responsible, shall contain documented information on the clinical
performance study protocplan, results and conclusions of the clinical performance

study, including negative findings. The results and conclusions shall be temtsfr@e 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 amendmedty/@tions, and data

exclusions with the appropriate rationale.

OTHER PERFORMANCE STUDIES

By analogy, the performance study plan (2.3.2) and the performance study report (2.3.3)

shall be documented for other performance studies than clinigaiformance studies.
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Part B: Postmarket performancefollow-up

1. Postmarket performance followup (PMPF) is a continuous process to update the
performance evaluation referred to in Article 47 and Part A of this Annex and shall be
part of the manufactuer's postmarket surveillance plan. To this end, the manufacturer
shallproactively collect and evaluat@erformance and relevargcientific data fromthe
use of a device which bear the CE markingaced on the marketr put into service
within its intended purpose as referred to in the relevant conformity assessment
procedure, with the aim of confirming the safety, performance and scientific validity
throughout the expected lifetime of the device, the continued acceptability of the

benefit/risk ratioand to detect emerging risks on the basis of factual evidence

2a. The PMPF shall be performed pursuant to a documented method laid down in a PMPF

plan.

2a.1. The PMPF plan shall specify the methods and procedures to proactively collect and

evaluatesafety, performance and scientific data with the aim of

(@) confirming the safety and performance of the device throughout its expected
lifetime,

(b) identifying previously unknown risks or limits to performance and
contraindications,

(c) identifying and analysing emergent risks on the basis of factual evidence,

(d) assuring the continued acceptability of the clinical evidence and of the benefit/risk
ratio referred to in Sections 1 and 5 of Annex I, and

(e) identifying possible systematic misuse

2a.2. ThePMPF plan shall include at least:
(@) the general methods and procedures of the PMPF to be applied, such as gathering
of clinical experience gained, feedback from users, screening of scientific
literature and of other sources of performance or scientifiata;
(b) the specific methods and procedures of PMPF to be applied (e.g. ring trials and
other quality assurance activities, epidemiological studies, evaluation of suitable
patient or disease registers, genetic data banks or-puatket clinical performarce

studies);
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3a.

4a.

()

(d)

(€)

(f)

(9)
(h)

a rationale for the appropriateness of the methods and procedures referred to in
points (a) and (b);

a reference to the relevant parts of the performance evaluation report referred to in
Section 1.5 of Part A of this Annex and to thisk management referred to in

Section laof Annex I;

the specific objectives to be addressed by the PMPF;

an evaluation of the performance data related to equivalent or similar devices, and
the current state of the art;

reference to relevanCS, standards and guidance on PMPF;

a detailed and adequately justified time schedule for PMPF activities (e.g. analysis
of PMPF data and reporting) to be undertaken by the manufacturer.

The manufacturer shall analyse the findings of the PMPF addcument the results in a

PMPF evaluation report that shall update the Performance Evaluation Report and be

part of the technical documentation.

The conclusions of the PMPF evaluation report shall be taken into account for the

performance evaluationeferred to in Article 47 and Part A of this Annex and in the risk

management referred to in Sectiofia of Annex I. If through the PMPF the need for

preventive and/or corrective measures has been identified, the manufacturer shall

implement them.

If PMPF is not deemed appropriate for a specific device then a justification shall be

provided and documented within the performance evaluation report.
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ANNEX Xl

INTERVENTIONAL CLINICAL PERFORMANCE STUDIES AND OTHER
PERFORMANCE STUDIES INVOLVING RISKS FOR THE SUBJECTS OF
THE STUDIES

Documentation regarding the application for interventional clinical performance studies

and other performance studies involving risks for the subjects of the studies

For devices intended to be used in the context of interventional clinical performance studies
or other performance studies involving risks for the subjects of the studies the sponsor shall
draw up and submit the application in accordance with Artdd@aa accompanied by the

documentation as laid down below:

Application form

The application form shall be duly filled out containing the following information:

1.1. Name, address and contact details of the sponsor and, if applicable, name, address and
contact details of his contact personlegal representative according to Article
48aa(2) established in the Union.

1.2. If different from the above, name, address and contact details of the manufacturer of the
device intended for performance evaluation,ahdpplicable, of his authorised
representative.

1.3. Title of the performance study

1.4. Single identification number in accordance with Article 49(1).

1.5. Status of the performance studyg( first submission, resubmission, significant
amendment);

1.5a. Details/reference to the performance study plan (e.g. including details of the design

phase of the performance study).
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1.6.

1.7.

1.8.

1.9.

1.10.
1.11.

If resubmission with regard to same device, previous date(s) and reference number(s) of
earlier submission(s) or in the casdesignificant amendment, reference to the original
submissionThe sponsor shall identify all of the changes from the previous
submission together with a rationale for those changes, in particular, whether any
changes have been made to address outcomsevious competent authority or
ethics committee reviews.

If parallel submission for a clinical trial on a medicinal product in accordance with
Regulation (EU) N&36/2014, reference to the official registration number of the
clinical trial.

Identification of the Member States, EFTA countries, Turkey and third countries in
which the clinical performance study shall be conducted as part of a multicentre/
multinational study at the time of application.

Brief description of the device for germance evaluatiqrits classification and other
information necessary for the identification of the device and device type
Summary of the performance stualgn .

If applicable, information regarding a comparadevice its classification and other

information necessary for the identification of the comparator device

1.11a. Evidence from the sponsor that the clinical investigator and the investigational site

1.12.
1.13.

are capable of conducting the clinical performance study in accorda with the
performance study plan.

Details of the anticipated start date and duration of the performance study.
Details to identify the notified body, if the sponsor is using one at the time of
application for the performance study.

1.13a. Confirmation that the sponsor is aware thahe competent authority may contact

1.14.

the ethics committee that is assessing or has assessed the application.

The statement referred to in Section 4.1 of this Annex.
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Investigator's Brochure

The investigatds brochure (IB) shall contain the information on the device for performance

evaluation that is relevant for the study and available at the time of appligatipnpdates

to the brochure or other relevant information that is newly available shall be lyioto the

attention of the investigators in a timely mannefhe IB shall be clearly identified and

contain in particular the following information:

2.1. Identification and description of the device, including information on the intended
purpose, the risclassification and applicable classification rule according to Annex
VI, design and manufacturing of the device and reference to previous and similar
generations of the device.

2.2. Manufacturer's instructions for installationaintenance, maintaininghygiene
standardsand use, including storage and handling requirements, as well as the label a