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ANNEX

Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on medical devices, and amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009

Chapter |

Scope and definitions

Article 1
Scope
1. This Regulation establishes lays down rules to-be-comphied-with by-medical-devicesand
accessories-to-medical-devices-thatareplaced concerning the placing on the market, making

available on the market or putting into service of medical devices and accessories to medical
devices for human use in the Union fer-human-use. This regulation also applies to clinical

investigations on medical devices conducted in the Union.

la. This regulation shall also apply to the groups of products without an intended medical
purpose that are listed in Annex XV as from the date of entry into force of common
specifications or the date of application of this Regulation, whichever is the latest, adopted
pursuant to Article 7, taking into account the state of the art, and in particular existing
standards for analogous devices with a medical purpose, based on a similar technology.
The common specifications for a group of products listed in that annex shall address, at
least, application of risk management and of the general safety and performance

requirements set out in Annex | and clinical evaluation.

The necessary Common Specifications shall be adopted as soon as possible following entry
into force of this Regulation and at the latest so that they enter into force on the date of

application of this Regulation.
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1b. For the purposes of this Regulation, medical devices, and accessories to medical devices and
products listed in Annex XV to which this Regulation applies pursuant to paragraph la
shall hereinafter be referred to as “devices’.

2. This Regulation shall not apply to:

(a) invitro diagnostic medical devices covered by Regulation (EU) [.../...];

(b) medicinal products as defined in eevered-by Directive 2001/83/EC and-advanced
therapy-medicinal-productscovered-by Regulation(EC}Ne- -~ In deciding
whether a product falls under Directive 2001/83/EC orRegutation{(EC)}-No-1394/2007
or under this Regulation, particular account shall be taken of the principal mode of
action of the product.

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

(¢) human blood, blood products, plasma or blood cells of human origin or devices which
incorporate, when placed on the market or put into service erused-inr-accordance-with
the-manufacturers-instruetions, such blood products, plasma or cells, except for devices
referred to in paragraph 4;

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

(e) transplants, tissues or cells of human er animal origin or their derivatives, or products
containing or consisting of them, unless a device is manufactured utilising tissues or
cells of human-er animal origin, or their derivatives, which are non-viable or are
rendered non-viable.

(ea) transplants, tissues or cells of human origin or their derivatives, or products
containing or consisting of them, unless a device is manufactured utilising derivatives
of tissues or cells of human origin which are non-viable or are rendered non-viable;
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() products, other than those referred to in points (c) and (e), that contain or consist of
viable biological substances or organisms, etherthan-thesereferred-to-hrpoints{c)and
(&), thatare-viable, including living micro-organisms, bacteria, fungi or virus in order to
achieve or support the intended purpose of the product;

(g) food covered by Regulation (EC) No 178/2002.

3. Any device which, when placed on the market or put into service and used in accordance
with the manufacturer's instructions, incorporates as an integral part an in vitro diagnostic

medical device as defined in Article 2 of Regulation (EU) [.../..] [on in vitro diagnostic

medical devices] shall be governed by this Regulation-unless-it-is-covered-by-Article-1(3)-of
that-Regulation. The relevant-general-safety-and-performanee requirements set-eut-in-Annext

of that Regulation shall apply as-far-as-the-safety-and-performance-of to the in vitro diagnostic
medical device part are-concerned.

4.  Where a device, when placed on the market or put into service and used in accordance with
the manufacturer's instructions, incorporates, as an integral part, a substance which, if used
separately, would be considered to be a medicinal product as defined in Article 1(2) of
Directive 2001/83/EC, including a medicinal product derived from human blood or human
plasma as defined in Article 1(10) of that Directive, with action ancillary to that of the device,

that device shall be assessed and authorised in accordance with this Regulation.

However, if the action of the medicinal substance is principal, not ancillary to that of the
device, the product shall be governed by Directive 2001/83/EC or Regulation (EC) No
726/2004, as applicable. In this case, the relevant general safety and performance
requirements set out in Annex | of this Regulation shall apply as far as the safety and

performance of the device part are concerned.
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5a.

Where a device is intended to administer a medicinal product as defined in Article 1(2) of
Directive 2001/83/EC, that device shall be governed by this Regulation, without prejudice to
the provisions of Directive 2001/83/EC and Regulation (EC) No 726/2004 with regard to the

medicinal product.

However, if the device intended to administer a medicinal product and the medicinal product
are placed on the market in such a way that they form a single integral product which is
intended exclusively for use in the given combination and which is not reusable, the product
shall be governed by Directive 2001/83/EC or Regulation (EC) No 726/2004, as applicable.
In this case, the relevant general safety and performance requirements set out in Annex | of
this Regulation shall apply as far as the safety and performance of the device part are

concerned.

Where a device, when placed on the market or put into service and used in accordance with
the manufacturer's instructions, incorporates, as an integral part, tissues or cells of human
origin or their derivatives covered by Directive 2004/23/EC with action ancillary to that of
the device, that device shall be assessed and authorised in accordance with this Regulation.
In this case the provisions for donation, procurement and testing laid down in Directive
2004/23/EC shall apply.

However, if the action of the tissues or cells or their derivatives is principal, not ancillary to
that of the device and the product is not governed by Regulation 1394/2007, the product
shall be governed by Directive 2004/23/EC. In this case, the relevant general safety and
performance requirements set out in Annex | of this Regulation shall apply as far as the

safety and performance of the device part are concerned.

This Regulation is a specific Union legislation within the meaning of Article 1(4) of Directive

CLU4 L /EC andrwithinthe-meaning-ef-Article 3-of Direetive 00 [EC,

This Regulation shall not affect the application of Council Directive 96/29/Euratom-nor-of
CouneH-Direetive-97/432013/59/Euratom.
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8.  This Regulation shall not affect national laws-which-reguire concerning the organisation,
delivery or financing of health services and medical care, such as, the requirement that
certain medical devices may only be supplied on a medical prescription, the requirement that
only certain health professionals or health care institutions may dispense or apply certain
medical devices or that their application must be accompanied by specific professional

counselling.

8a. This Regulation shall be without prejudice to national laws regarding public access to

official documents and regarding freedom of the press and freedom of expression in other

media.

Article 2
Definitions
1. For the purposes of this Regulation, the following definitions shall apply:

Definitions related to devices:

(1) “medical device’ means any instrument, apparatus, appliance, software, implant,
reagent, material or other article, intended by the manufacturer to be used, alone or in
combination, for human beings for one or more of the specific medical purposes of:

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

- investigation, replacement or modification of the anatomy or of a physiological or

pathological process or state,
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)

©)

- providing information by means of in vitro examination of specimens derived
from the human body, including organ, blood and tissue donations,

and which does not achieve its principal intended action by pharmacological,

immunological or metabolic means, in or on the human body, but which may be

assisted in its function by such means.

Products specifically intended for the cleaning, disinfection or sterilisation of medical
devices and devices for the purpose of control or support of conception shall be

considered medical devices.

‘accessory to a medical device’ means an article which, whilst not being a medical

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

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

‘custom-made device’ means any device specifically made in accordance with a written

prescription of a-dectorof-medicine-ofa-dentalpractitioner-or-of any ether person

authorised by national law by virtue of this person's professional qualifications which
gives, under his responsibility, specific design characteristics, and is intended for the

sole use of a particular patient.

However, mass-produced devices which need to be adapted to meet the specific

requirements of a-decter-ef-medicine,a-dental-practitioneror any ether professional user

and devices which are mass-produced by means of industrial manufacturing processes

in accordance with the written prescriptions of dectors-of-medicine-dental-practitioners

oF any ether authorised person shall not be considered to be custom-made devices;
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(4)

(5)

(6)

(7)

(8)

‘active device’ means any device, the operation of which depends on a-seuree-of
electrical-energy-or any a source of pewer energy other than that direethy-generated by
the human body for that purpose or by gravity and which acts by changing the density
of or converting this energy. Devices intended to transmit energy, substances or other
elements between an active device and the patient, without any significant change, shall

not be considered to be active devices.

Stand.al F hall L idered ive-device:

‘implantable device’ means any device, including those that are partially or wholly
absorbed, which is intended

- to be totally introduced into the human body or

- to replace an epithelial surface or the surface of the eye,

by clinical intervention and which is intended to remain in place after the procedure.
Any device intended to be partially introduced into the human body by clinical
intervention and intended to remain in place after the procedure for at least 30 days shall

also be considered an implantable device;

‘invasive device’ means any device which, in whole or in part, penetrates inside the

body, either through a body orifice or through the surface of the body;
‘generic device group’ means a set of devices having the same or similar intended
purposes or commonality of technology allowing them to be classified in a generic

manner not reflecting specific characteristics;

‘single-use device’ means a device that is intended to be used on an individual patient

during a single procedure.
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(82)

‘Falsified medical device’” means any device with a false presentation of its identity,
and/or of its source and/or its CE marking certificates or documents relating to CE

marking procedures. This definition does not include unintentional non-compliance

and is without prejudice to infringements of intellectual property rights.

(9a) ‘procedure pack’ means a combination of products packaged together and placed on
the market with the purpose of being used for a specific medical purpose within a
unique procedure;
(9b) ‘system’ means a combination of products, either packaged together or not, which are
intended to be inter-connected or combined to achieve a specific medical purpose;
(10) “intended purpose’ means the use for which the device is intended according to the data
supplied by the manufacturer on the label, in the instructions for use or in promotional
or sales materials or statements;
(11) ‘label’ means the written, printed, or graphic information appearing either on the device
itself, or on the packaging of each unit or on the packaging of multiple devices;
(12) “instructions for use’ means the information provided by the manufacturer to inform the
user of the device’s intended purpose and proper use and of any precautions to be taken;
(13) “Unique Device Identification’ (*UDI’) means a series of numeric or alphanumeric
characters that is created through internationally accepted device identification and
coding standards and that allows unambiguous identification of specific devices on the
market;
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(14) ‘non-viable’ means having no potential for metabolism or multiplication;

(14a) “derivative’ means a “non-cellular substance” extracted from human or animal tissue
or cells through a manufacturing process. The final substance used for

manufacturing of the device in this case shall not contain any cells or tissues.

(15) ‘nanomaterial’ means a natural, incidental or manufactured material containing
particles, in an unbound state or as an aggregate or as an agglomerate and where, for
50 % or more of the particles in the number size distribution, one or more external

dimensions is in the size range 1-100 nm.

Fullerenes, graphene flakes and single-wall carbon nanotubes with one or more external

dimensions below 1 nm shall be considered as nanomaterials.

For the purposes of the definition of nanomaterial, ‘particle’, ‘agglomerate’ and

‘aggregate’ are defined as follows:

—  ‘particle’ means a minute piece of matter with defined physical boundaries;

—  ‘agglomerate’ means a collection of weakly bound particles or aggregates where
the resulting external surface area is similar to the sum of the surface areas of the
individual components;

—  ‘aggregate’ means a particle comprising of strongly bound or fused particles;

(15a) ‘performance’ means the ability of a device to achieve its intended purpose as claimed

by the manufacturer;

(15b) ‘safe’ means the absence of unacceptable risks, when using the device according to

the manufacturer’s instructions for use;
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(15d) “risk’ means the combination of the probability of occurrence of harm and the

severity of that harm;

(15e) “‘benefit-risk determination’ means the integration of all assessments of benefit and
risk of possible relevance for the use of the device for the intended purpose, when

used in accordance with the instructions of use;

Definitions related to the making available of devices:
(16) *making available on the market” means any supply of a device, other than an
investigational device, for distribution, consumption or use on the Union market in the

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

(16a) ‘Compatibility* is the ability of a medical device, including software, when used
together with one or more other devices in accordance with its intended purpose, to:
- 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 or adverse reaction.

(16b) Interoperability is the ability of two or more medical devices, including software, from

the same manufacturer or from different manufacturers, to

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

- enable-the-communication-of-ene-or-mere-devices communicate with each
other, and/or

- enable-one-or-more-devicesto work together as intended.

(17) ‘placing on the market’ means the first making available of a device, other than an

investigational device, on the Union market;
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(18)

‘putting into service’ means the stage at which a device, other than an investigational
device, has been made available to the final user as being ready for use on the Union
market for the first time for its intended purpose;

Definitions related to economic operators, users and specific processes:

(19)

(20)

(21)

(22)

(23)

(24)

‘manufacturer’ means the natural or legal person who manufactures or fully refurbishes
a device or has a device designed, manufactured or fully refurbished, and markets that
device under his name or trademark, regardless of whether these operations are
carried out by that person himself or on his behalf by a third party.

For the purposes of the definition of manufacturer, fully refurbishing is defined as the
complete rebuilding of a device already placed on the market or put into service, or the
making of a new device from used devices, to bring it in conformity with this

Regulation, combined with the assignment of a new lifetime to the refurbished device;

‘authorised representative’ means any natural or legal person established within the
Union who has received and accepted a written mandate from a manufacturer, located
outside the European Union, to act on his behalf in relation to specified tasks with

regard to the latter's obligations under this Regulation;

‘importer’ means any natural or legal person established within the Union who places a

device from a third country on the Union market;

‘distributor’ means any natural or legal person in the supply chain, other than the

manufacturer or the importer, who makes a device available on the market;

‘economic operators’ means the manufacturer, the authorised representative, the

importer and the distributor;

‘health institution” means an organisation whose primary purpose is the care or

treatment of patients or the promotion of public health;
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(25) ‘user’ means any healthcare professional or lay person who uses a device;

(26) ‘lay person’ means an individual who does not have formal education in a relevant field

of healthcare or medical discipline;

(27) ‘reprocessing’ means the process carried out on a used device in order to allow its safe
reuse including cleaning, disinfection, sterilisation and related procedures, as well as

testing and restoration of the technical and functional safety of the used device;

Definitions related to conformity assessment:
(28) ‘conformity assessment’ means the process demonstrating whether the requirements of

this Regulation relating to a device have been fulfilled;

(29) ‘conformity assessment body’ means a body that performs third-party conformity

assessment activities including calibration, testing, certification and inspection;

(30) “notified body’ means a conformity assessment body designated in accordance with this

Regulation;

(31) “CE marking of conformity” or ‘CE marking’ means a marking by which the
manufacturer indicates that the device is in conformity with the applicable requirements
set out in this Regulation and other applicable Union harmonisation legislation

providing for its affixing;

Definitions related to clinical evaluation and clinical investigations:

(32) “clinical evaluation” means the assessment-and-analysis-of a systematic and planned
process to continuously generate, collect, analyse and assess the clinical data
pertaining to a device in order to verify the safety and performance of the device when

used as intended by the manufacturer;
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(33)

(34)

(35)

(36)

(37)

‘clinical investigation’ means any systematic investigation in one or more human

subjects, undertaken to assess the safety or performance of a device;

‘investigational device’ means any device being assessed for safety and/or performance

in a clinical investigation;

‘clinical investigation plan’ means the a document{s) that describes settinrg-eut the
rationale, objectives, design, methodology, monitoring, statistical considerations and

organisation pre

of a the clinical investigation;

‘clinical data’ means the information concerning the safety or performance that is
generated from the use of a device and that are sourced from the following:

clinical investigation(s) of the device concerned,

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

—  published-and/orunpublished reports published in peer reviewed scientific
literature on other clinical experience of either the device in question or a similar
device for which equivalence to the device in question can be demonstrated,

- generated and verified from the manufacturer’s post-market surveillance

system. (PMCF);

‘sponsor’ means an individual, company, institution or organisation which takes
responsibility for the initiation, for the and management and for setting up the

financing of a the clinical investigation;
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(37a) “subject” means an individual who participates in a clinical investigation either as

recipient of an investigational device or as control;

(37b) “clinical evidence’ means the clinical data and clinical evaluation report pertaining to
a medical device of sufficient amount and quality to allow a qualified assessment of
whether the device achieves the intended clinical benefit(s) and safety, when used as

intended by the manufacturer;

(37c¢) “clinical performance’ means the ability of a medical device to achieve its intended
purpose as claimed by the manufacturer, including any direct or indirect medical
effects on humans as well as the clinical benefit on patients resulting from the
technical or functional, including diagnostic characteristics of a device, when used as

intended by the manufacturer;

(37d) “clinical benefit” means the positive impact of a device on the health of an individual,
to be specified as meaningful, measurable, patient-relevant clinical outcome(s),
including outcome(s) related to diagnosis or a positive impact on patient management

or public health;

(37h) “investigator’ means an individual responsible for the conduct of a clinical

investigation at a clinical investigation site;

(37k) 'informed consent’ means a subject's free and voluntary expression of his or her
willingness to participate in a particular clinical investigation, after having been
informed of all aspects of the clinical investigation that are relevant to the subject's
decision to participate or, in case of minors and of incapacitated subjects, an
authorisation or agreement from their legally designated representative to include

them in the clinical investigation;
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(371) “Ethics committee’ means an independent body established in a Member State in

(38)

(39)

(40)

accordance with the law of that Member State and empowered to give opinions for the
purposes of this Regulation, taking into account the views of laypersons, in particular

patients or patients' organisations;

‘adverse event’ means any untoward medical occurrence, unintended disease or injury
or any untoward clinical signs, including an abnormal laboratory finding, in subjects,
users or other persons, in the context of a clinical investigation, whether or not related to

the investigational device;

‘serious adverse event’ means any adverse event that led to any of the following:
- death,
—  serious deterioration in the health of the subject, that resulted in any of the
following:
(i) life-threatening illness or injury,
(i)  permanent impairment of a body structure or a body function,
(iii) hospitalisation or extending the duration of hospitalisation,
(iv) medical or surgical intervention to prevent life-threatening illness or injury
or permanent impairment to a body structure or a body function,

- foetal distress, foetal death or a congenital abnormality or birth defect;

‘device deficiency’ means any inadequacy in the identity, quality, durability, reliability,
safety or performance of an investigational device, including malfunction, use errors or

inadequacy in the information supplied by the manufacturer;
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Definitions related to vigilance and market surveillance:

(40a) ‘Post Market Surveillance’ means all activities carried out by the manufacturers in

cooperation with other economic operators to institute and keep up to date a

systematic procedure to proactively collect and review experience gained from their

devices placed on the market, made available or put into service for the purpose of

identifying any need to immediately apply any necessary corrective or preventive

actions.

(41) ‘recall’ means any measure aimed at achieving the return of a device that has already

been made available to the end user;

(42) ‘“withdrawal’ means any measure aimed at preventing a device in the supply chain from

further being made available on the market;

(43) ‘incident” means any malfunction or deterioration in the characteristics or performance

of a device made available on the market including use-error due to ergonomic

features, any inadequacy in the information supplied by the manufacturer and any

unexpeeted undesirable side-effect;

(44) ‘serious incident’ means any incident that directly or indirectly led, might have led or

might lead to any of the following:

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,

serious public health threat;
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(44a) ‘serious public health threat’ means any event type, which results in imminent risk
of death, serious deterioration in state of health, or serious illness that may require

prompt remedial action;

(45) ‘“corrective action’ means action taken to eliminate the cause of a potential or real non-

conformity or other undesirable situation;

(46) ‘field safety corrective action” means corrective action taken by the manufacturer for
technical or medical reasons to prevent or reduce the risk of a serious incident in

relation to a device made available on the market;

(47) ‘field safety notice’ means the communication sent by the manufacturer to users or

customers in relation to a field safety corrective action;

(48) ‘“market surveillance’ means the activities carried out and measures taken by public
authorities to check and ensure that preducts devices comply with the requirements set
out in the relevant Union harmonisation legislation and do not endanger health, safety
or any other aspect of public interest protection;

Definitions related to standards and other technical specifications:
(49) “harmonised standard’ means a European standard as defined in Article 2(1)(c) of

Regulation (EU) No [Ref. of future Regulation on European standardisation];

(50) ‘common teehnieal specifications” means a document other than a standard that
prescribes technical requirements that provide a means to comply with the legal

obligations applicable to a device, process or system.
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la.

Fhe Where justified in view of the similarity between a medical device placed on the market
and a product without a medical purpose in respect of their characteristics and risks, the

Commission shall be empowered to adopt delegated acts in accordance with Article 89 to

amend the list in Annex XV referred to in Article 1(1a) the-lastsubparagraph-ef-number{1)
of paragraph-1, by adding new groups of products in-the-Hght-of-technical-progress, in order

to protect the health and safety of users or other persons or other aspects of public health

The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in
order to adapt the definition of nanomaterial set out in number (15) of paragraph 1 in view of
technical and scientific progress and taking into account definitions agreed at Union and

international level.

Article 3

Regulatory status of products
Fhe Without prejudice to Article 2(2) of Directive 2001/83, at a duly substantiated request
of a Member State, the Commission may shall, attherequest-of-a-Member-State or-on-s
own-nitiative after consulting the MDCG, by means of implementing acts, determine
whether or not a specific product, or category or group of products, falls within the definitions
of 'medical device' or ‘accessory to a medical device'. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 88(3).

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

means of implementing acts, on the issues referred to in paragraph 1.

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

the appropriate regulatory status of a product, or category or group of products.
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Chapter 11
Making available of devices, obligations of economic operators,

reprocessing, CE marking, free movement

Article 4
Placing on the market and putting into service
1.  Adevice may be placed on the market or put into service only if it complies with this
Regulation when duly supplied and properly installed, maintained and used in accordance

with its intended purpose.

2. Adevice 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 I.

3. Demonstration of conformity with the general safety and performance requirements shall
include a clinical evaluation in accordance with Article 49.

4.  Devices that are manufactured and used within a-siagle health institutions shall be considered

as being put into service. Fhe-provisionsregarding-CE-markingreferred-to-n-Article-18-and
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4a. With the exception of the 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 institutions, provided that the following conditions are met:

(aa) the device is not transferred to another legal entity,

(@) manufacture and use of the devices occur under appropriate quality management
system, (b) the health institution establishes in its documentation that it has given due
consideration as to whether the target patient group’s specific needs cannot be met or
cannot be met at the appropriate level of performance by an equivalent device
available on the market,

(c) the health institution provides information on an annual basis on the use of such
devices to their competent authority, which shall include a justification of their
manufacturing, modification and use,

(d) the health institution draws up a declaration, that it shall make publicly available,
including:

- the name and address of the manufacturing health institution;

- the details necessary to identify the devices;

- a declaration that 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,

(da) 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 out in Annex | of this Regulation are met;

(e) the health institution takes all necessary measures to ensure that all devices are
manufactured in accordance with the documentation referred to in the previous sub-
subparagraph, and

() the health institution reviews experience gained from clinical use of the devices and

takes all necessary corrective actions.
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Member States may require that the health institutions submit to the competent authority
any further relevant information about such devices which have been manufactured and
used on their territory. Member States shall retain the right to restrict the manufacture and
use of any specific type of such devices and shall be permitted access to inspect the activities

of the health institutions.
These provisions do not apply to devices which are manufactured on an industrial scale.

5. The Commission may adopt implementing acts to ensure the uniform application of

Annex I. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 88(3). shal-be-empowered-to-adopt-delegated-actsin

Article 5

Distance sales
1.  Adevice 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 at-the-latest when the device is placed on the market.

2. Without prejudice to national legislation regarding the exercise of the medical profession, a
device that is not placed on the market but used in the context of a commercial activity,
whether in return for payment or free of charge, for the provision of a diagnostic or
therapeutic service offered by means of information society services as defined in Article
1(2) of Directive 98/34/EC or by other means of communication, directly or through

intermediaries, to a natural or legal person established in the Union shall comply with this

Regulation.
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Upon request by 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 Member State may, on grounds of protection of public health, may require from-the a
provider of information society services as defined in Article 1(2) of Directive 98/34/EC to

cease its activity.

Article 6
Harmonised standards
Devices which 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 Regulation covered by

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 system, risk management, the post-market surveillance plan,

clinical investigations, clinical evaluation or post-market clinical follow-up.

Reference to harmonised standards also includes the monographs of the European
Pharmacopoeia adopted in accordance with the Convention on the Elaboration of a
European Pharmacopoeia, notably on surgical sutures and on interaction between medicinal
products and materials used in devices containing such medicinal products, the provided
references efwhich to those monographs have been published in the Official Journal of
the European Union.
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Article 7
Common technical specifications

1. Where Without prejudice to Article 1(1a) and the deadline laid down therein, where no
harmonized standards exist or where relevant harmonised standards are not sufficient, the
Commission, after having consulted the MDCG, shal-be-empowered-te may adopt
common technical specifications (EFS CS) in respect of the general safety and performance
requirements set out in Annex I, the technical documentation set out in Annex 1l o+, the
clinical evaluation and post-market clinical follow-up set out in Annex XII1 or the
requirements regarding clinical investigation set out in Annex XI1V. The &FS CS shall be
adopted by means of implementing acts in accordance with the examination procedure
referred to in Article 88(3).

2. Devices which are in conformity with the GFS CS referred to in paragraph 1 shall be
presumed to be in conformity with the requirements of this Regulation covered by those
CFS CS or parts thereof.

3. Manufacturers shall comply with the &FS CS unless they can duly justify that they have
adopted solutions ensuring a level of safety and performance that is at least equivalent

thereto.

4. Notwithstanding paragraph 3, manufacturers of products listed in Annex XV shall comply

with the relevant common specifications for those products.

Article 8
General obligations of the manufacturer
1. When placing their devices on the market or putting them into service, manufacturers shall
ensure that they have been designed and manufactured in accordance with the requirements
of this Regulation.
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la.

1b.

3b.

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

Management as described in Section 1.2 in Annex I.

Manufacturers shall conduct a clinical evaluation in accordance with the principles set

out in Article 49 and Annex XI11, including post-market clinical follow-up.

Manufacturers shall draw up and keep up to date the technical documentation which shall
allow assessment of the conformity of the device with the requirements 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 89
amending or supplementing, in the light of technical progress, the elements in the technical

documentation set out in Annex IlI.

Where compliance ef-a-device with the applicable requirements has been demonstrated
following the applicable conformity assessment procedure, manufacturers of devices, other
than custom-made or investigational devices, shall draw up an EU declaration of conformity
in accordance with Article 17, and affix the CE marking of conformity in accordance with
Article 18.

Manufacturers shall comply with the obligations related to the UDI system referred to in

Articles 24 and with the registration obligations referred to in Article 25.

Manufacturers shall keep the technical documentation, the EU declaration of conformity and,
if applicable, a copy of the relevant certificate including any supplement amendments and
supplements, issued in accordance with Article 45, available to the competent authorities for a
period of at least five years after the last device covered by the declaration of conformity has
been placed on the market. In the case of implantable devices, the period shall be at least 15

years after the last device has been placed on the market.

9769/15 LES/ns 25
ANNEX DGB 3B EN

www.parlament.gv.at


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

manufacturer-shall-provide,upen request by a competent authority, the manufacturer shall

provide the full technical documentation or a summary technical documentation (STED)

and-grant-access-to-the-ful-technical- documentationupen as indicated in the request.

A manufacturer with registered place of business outside the Union shall, in order to
allow the authorised representative to fulfil the tasks mentioned in Article 9, paragraph 3
shall ensure that the authorised representative has te the necessary documentation

permanently available.

5. Manufacturers shall ensure 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 standards or &FS CS by reference to which
conformity of a product is declared shall be adequately taken into account in a timely
manner. Proportionate to the risk class and the type of device, manufacturers of devices, other
than eustem-made-or investigational devices, shall iastitute establish, document, implement,
maintain, and keep up to date and continually improve a quality management system that

shall ensure compliance with this regulation in the most effective manner.

The QMS consists of all parts and components of a manufacturer’s organisation dealing
with the 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 system shall address at least the following aspects:

(aa) a strategy for regulatory compliance, including compliance with conformity
assessment procedures and management change;

(ab) identification of applicable general safety and performance requirements and

exploration of options to address these;
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(@)

the responsibility of the management;

(b) resource management, including selection and control of suppliers and sub-
contractors;

(ba) risk management according to section 1.2 of Annex I;

(bc) clinical evaluation, according to Article49 and Annex XI111, including post-market
clinical follow-up;

(c) product realisation, including planning, design, development, production and service
provision;

(ca) control of the UDI-Code assignments to all relevant devices ensuring consistency of
information provided according to article 25;

(cb) setting-up, implementation and maintenance of a systematic post-market
surveillance plan according to Article 60a;

(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 corrective actions in the
context of vigilance;

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

(d) processes for monitoring and measurement of output, data analysis and product
improvement.
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6.  Proportionate to the risk class and the type of device, manufacturers of devices, etherthan
custom-made-devices; shall iastitute implement and keep up to date the systematic

“post-market surveillance plan> system referred to in Chapter\ H-Section-0; Article 60a.

7. Manufacturers shall ensure that the device is accompanied by the information to be supplied
in accordance with Section 19 of Annex I in an official Union language(s) which-can-be
easHy-understood-by-the-intended-user-orpatient determined by the concerned Member
State. The language(s) of the information to be supplied by the manufacturer may be
determined by the law of the Member State where the device is made available to the user or

patient. The particulars on the label shall be easily legible, clearly comprehensible and

indelible.
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8a.

10.

Manufacturers who consider or have reason to believe that a device which they have placed
on the market or put into service is not in conformity with this Regulation shall immediately
take the necessary corrective action to bring that product into conformity, withdraw it or
recall it, as appropriate. They shall inform aeeerdingly the distributors and, where
applicable, the authorised representative aceerdinghy and the importers accordingly.

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

with Article 45, in particular, of the non-compliance and of any corrective action taken.

Manufacturers shall have a system for reporting of incidents and field safety corrective

actions as described in Article 61.

Manufacturers shall, in-respense-te-a upon reasened 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 language which-can-be-easty-understood-by
that-autherity determined by the Member State concerned. Fhey The competent authority
where the manufacturer has his registered place of business may require that the
manufacturer provide samples of the device free of charge or, where impracticable, grant
access to the device. Manufacturers shall cooperate with that a competent authority, at its
request, on any corrective action taken to eliminate the 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 suspend the involved device until its

demonstration of conformity to the essential requirements.

Where manufacturers 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 25.
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13.

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

in accordance with applicable Union and national law.

To this end, manufacturers shall consider taking out appropriate insurance or arranging

for an equivalent financial guarantee, to cover the costs associated with defective devices.

Article 9
Authorised representative

A Where the manufacturer of a device is not established in any Member State, thatis the

device may only be placed on the Union market;-or-bears-the- CE-marking-without-being

N aYa WaVa alal allfaVallan Q \ViaYaWalaYa NOLN Q a¥a aYa la aWa N ala N Nlaoam
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State;shall if the manufacturer designates a single authorised representative.

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

The authorised representative shall perform the tasks specified in the mandate agreed
between the manufacturer and the authorised representative. The authorised 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, where applicable, that an appropriate conformity assessment

procedure has been carried out by the manufacturer;
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(@)

(ab)
(b)

(ba)

(©

(d)

()

keep a copy of the technical documentation, the EU declaration of conformity and, if
applicable, a copy of the relevant certificate including any amendments and
supplements issued in accordance with Article 45 at the disposal of competent
authorities for the period referred to in Article 8(4);

comply with the registration obligations laid down in Article 25a(1), (4) and (5);

in response to a reasoned request from a competent authority, provide that competent
authority with all the information and documentation necessary to demonstrate the
conformity of a device in a language determined by the Member State concerned,
forward to the manufacturer any request by a competent authority where he has his
registered place of business for samples, or access to a device and verify that the
competent authority receives the samples or gets access to the device;

cooperate with the competent authorities on any corrective action taken to eliminate the
risks posed by devices;

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

terminate the mandate if the manufacturer acts contrary to his obligations under this

Regulation.

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

4a. 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 devices in accordance with

Article 8(13).
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5. Anauthorised 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 is established and, where applicable, the notified body that was involved in the
conformity assessment for the device of the termination of the mandate and the reasons

therefor.

6.  Any reference in this Regulation to the competent authority of the Member State where 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 registered place 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 manufacturer, where practicable the outgoing authorised representative and the
incoming authorised representative. This agreement shall address at least the following aspects:
(@) the date of termination of the mandate with the outgoing authorised representative and date of
beginning of the mandate with the incoming authorised representative;
(b) the date until which the outgoing authorised representative may be indicated in the
information supplied by the manufacturer, including any promotional material;
(c) the transfer of documents, including confidentiality aspects and property rights;
(d) the obligation of the outgoing authorised representative after the end of the mandate to
forward to the manufacturer or incoming authorised representative any complaints or reports
from healthcare professionals, patients or users about suspected incidents related to a device

for which he had been designated as authorised representative.
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Article 11
General obligations of importers
1. Importers shall place on the Union market only devices that are in conformity with this

Regulation.

2.  Beforeplacing In order to place a device on the market importers shall ensure verify the
following:
(@) that the device has been CE marked and that the declaration of apprepriate conformity
of the device has been drawn up assessment-procedure-has-been-carried-out-by-the
manufacturer;

(b) that an authorised representative in accordance with Article 9 has been designated by

the manufacturer;

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

()  that, where applicable, a Unique Device Identification has been assigned by the
manufacturer in accordance with Article 24.

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 market until it has

been brought into conformity-—Where-the-device-presents-arisk,-the-tmperter and shall inform

the manufacturer and his authorised representative. to-that-effeet-as-wel-as Where the

importer considers or has reason to believe that the device presents a serious risk or is

falsified, he shall also inform the competent authority of the Member State in which he is

established.
9769/15 LES/ns 33
ANNEX DGB 3B EN

www.parlament.gv.at


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

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 be established 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 shall ensure verify that the device is registered in the electronic system in
accordance with Article 25(2) and shall add their details to that registration. Importers
shall also verify that the registration includes details on the authorised representative and,

if appropriate, inform the authorised representative or the manufacturer.

Importers shall ensure that, while a device is under their responsibility, storage or transport
conditions do not jeopardise its compliance with the general safety and performance

requirements set out in Annex | and shall comply with the conditions set by the

manufacturer, where available.

marketed-products-investigate-complaints-and Importers shall keep a register of complaints,

of non-conforming products and of product recalls and withdrawals, and shal-keep-provide

the manufacturer, authorised representative and distributors rfermed-ef such-monitoring

with any information requested by them, in order to allow them to investigate complaints.
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Importers who consider or have reason to believe that a device which they have placed on
the market is not in conformity with this Regulation shall immediately inform the
manufacturer and his authorised representative. and,—H-appropriatetake Importers shall co-
operate with the manufacturer, his authorised representative and the competent
authorities to ensure that the necessary corrective action to bring that device into
conformity, withdraw or recall it is taken. Where the device presents a serious risk, they
shall also immediately inform the competent authorities of the Member States in which they
made the device available and--applicablethe-notified-body-that-issued-a-certificate-in
accordance-with-Article45 forthe-device-in-guestion, giving details, in particular, of the

non-compliance and of any corrective 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 to 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 atthe-dispesat-ofthe-market surveilance-adthorities-and-ensure-that the
technical-documentation and, if applicable, a copy of the relevant certificate including any
supplement, issued in accordance with Article 45.-can-be-made-avaHable-to-those
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device-in-questionprovides-the-required-information: Importers shall cooperate with a
competent national autherity authorities, at their s request, on any action taken to
eliminate the risks posed by devices which they have placed on the market. 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.

Article 12
General obligations of distributors
1.  When In the context of their activities, when making a device available on the market,

distributors shall act with due care in relation to the requirements applicable.
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Before making a device available on the market distributors shall verify that the following

requirements are met:

(@) the produet device bears-therequired-CE-marking-of-conformity 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 Article 8(7);

(c) themanufacturerand-where-appheable; the importer have has complied with the
requirements set out in Article24-and Article 11(3) respectively.

(d) that, where applicable, a Unique Device Identification has been assigned by the
manufacturer.

In order to meet the requirements referred to in subparagraphs (a) and (b) 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 device is not in conformity with
the requirements of this Regulation, he shall not make the device available on the market
until it has been brought into conformity Where-the-devicepresents-arisk-the-distributor
shall and inform the manufacturer and, where applicable, his authorised representative, and
the importer. te-that-effectas-wel-as Where the distributor consider or has reason to
believe that the device presents a serious risk or is falsified, he shall also inform the

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

Distributors shall ensure that, while a the device is under their responsibility, storage or

transport conditions de-netjeopardise-its-comphance-with-the-general-safety-and
performancerequirements-set-out-i-Annex-t comply 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 conformity with this Regulation shall immediately inform
the manufacturer and, where applicable, his authorised representative and the importer. and
make-sure Distributors shall co-operate with the manufacturer and, where applicable his
authorised representative and the importer, and with ary competent authorities to ensure
that the necessary corrective action to bring that device into conformity, withdraw or recall
it, if appropriate, is taken. Where the distributor considers or has reason to believe that the
device presents a serious risk, they he shall also immediately inform the competent
authorities of the Member States in which they he made the device available, and, where
applicable, the notified body that issued a certificate for the device in accordance with
Article 45 giving details, in particular, of the non-compliance and of any corrective action

taken.

Distributors who have received complaints or reports from healthcare professionals, patients
or users about suspected incidents related to a device they have made available, shall
immediately forward this information to the manufacturer and, where applicable, his
authorised representative. They shall keep a register of complaints, of non-conforming
products and of product recalls and withdrawals, and keep the manufacturer and, where
available, the authorised representative informed of such monitoring and provide 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 documentation that is at its disposal and is necessary to demonstrate the
conformity of a device. This obligation shall be considered fulfilled when the authorised
representative for the device in question, where applicable, provides the required
information. Distributors shall cooperate with competent national authorities, at their
request, on any action taken to eliminate the risks posed by devices which they have made
available on the market. Distributors, upon request of the competent authority where he
has his registered place of business, 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 organisation; at least one guatified person

responsible for regulatory compliance activities who possesses expert knowledge in the

field of medical devices. The expert knowledge shall be demonstrated by either of the
following qualifications:

(@) adiploma, certificate or other evidence of formal qualification awarded on completion
of a university degree or of an a course of study recognized as equivalent eeurse-of
study-i-natural-seienees; by the Member States concerned, in medicine, pharmacy,
engineering or another relevant discipline of sciences, and at least two years of
professional experience in regulatory affairs or in quality management systems relating
to medieal devices;

(b) five years of professional experience in regulatory affairs ef related to devices

including experience in quality management systems relating-to-medical-devices.

Without prejudice to national provisions regarding professional qualifications, manufacturers
of custom-made devices may demonstrate their expert knowledge referred to in the first

subparagraph by at least two years of professional experience within the relevant field of

manufacture.

enterprises-as-defined-by 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 gualified person responsible for regulatory compliance activities shall at least be

responsible for ensuring the following matters:

(@) that the conformity of the devices is appropriately assessed checked in accordance with
the quality management system under which these devices are manufactured before a

product bateh is released,;
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(b) that the technical documentation and the declaration of conformity are drawn up and
kept up-to-date;

(ba) that the post-market surveillance obligations in accordance with Article 8(7) are
complied with;

(c) that the reporting obligations in accordance with Articles 61 to 66 are fulfilled;

(d) inthe case of investigational devices, that the statement referred to in point 4.1 of

Chapter Il of Annex XIV is issued.

3. The gualified-person responsible for regulatory compliance shall suffer no disadvantage

within the manufacturer's organisation in relation to the proper fulfilment of his duties.

4.  Authorised representatives shall have avaHable-within permanently and continuously at
their erganisation disposal at least one gualified person in charge for regulatory
compliance activities who possesses expert knowledge regarding the regulatory
requirements for medical devices in the Union. The expert knowledge shall be demonstrated
by either of the following qualifications:

(a) adiploma, certificate or other evidence of formal qualification awarded on completion
of a university degree or of an a course of study recognised as equivalent by the
Member States concerned, eeurse-of-study. in faw-natural-seienees; medicine,
pharmacy, engineering or another relevant diseiphine sciences, and at least two years of
professional experience in regulatory affairs or in quality management systems relating
to medical devices;

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

systems relating to medical devices.
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Article 14
Cases in which obligations of manufacturers apply to importers, distributors or other persons
1. Addistributor, importer or other natural or legal person shall assume the obligations
incumbent on manufacturers if he does any of the following:

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

(b) changes the intended purpose of a device already placed on the market or put into
service;

(c) 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 subparagraph shall not apply to any person who, while not considered a

manufacturer as defined in number (19) of Article 2(1), assembles or adapts a device already

on the market to its intended purpose for an individual patient.

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

(@) provision, including translation, of the information supplied by the manufacturer in
accordance with Section 19 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;

(b) changes to the outer packaging of a device already placed on the market, including a
change of pack size, if the repackaging is necessary in order to market the 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 devices placed 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 which he can be contacted and his location

can be established on the device or, where thatis-nretpessible impracticable, 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 that the translation of information is accurate and up-to-date, and that the
activities mentioned in points (a) and (b) of paragraph 2 are performed by means and under
conditions that preserve the original condition of the device and that the packaging of the
repackaged device is not defective, of poor quality or untidy. 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 device in question in order to

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

Prior to making the relabelled or repackaged device available, the distributor or importer
referred to in paragraph 3 shall inform the 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 mock-up of the relabelled or repackaged device, including any
translated label and instructions for use. He shall submit to the competent authority a
certificate, issued by a notified body referred to in Article 29, designated for the type of
devices that are subject to activities mentioned in points (a) and (b) of paragraph 2, attesting
that the quality management system complies with the requirements laid down in paragraph
3.

Article 15
Single-use devices and their reprocessing
Reprocessing and further use of single-use devices may only take place where permitted
by national law and i

reprocessing-and-furtheruse-of single-use-devices-shall-be-permitted only in accordance

with this article.
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la.

1b.

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

Regulation.

By way of derogation from paragraph 1, as regards single-use devices that are reprocessed

and used within a health institution erreprocessed-at-therequest-of a-health-institution
provided that exactly the same device is returned 1o that health institution, Member States

may decide not to apply all eertain rules relating to manufacturers’ obligations laid down in

this Regulation provided that they ensure that:

() the safety and performance of the reprocessed device is equivalent to that of the
original device and the requirements in Article 4(4a) (a), (c), (d) and te (e), are
observed-complied with;

(b) the reprocessing is performed according to common specifications er-national
previsions-as-appropriate; detailing the requirements:

- on risk management, including the analysis of the construction and material,
related properties of the device (reverse engineering) and procedures to detect
changes in the design of the original product as well as of its planned
application after reprocessing,

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

- on the product release and performance testing, and

- on the quality management system.

Member States shall notify the Commission and the other Member States of the national

provisions; introduced pursuant to this paragraph and the grounds for introducing them.

The Commission shall keep the information publicly available.

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

paragraph la (a) and (b).
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1bc. The Commission shall adopt the necessary Common Specifications referred to in
paragraph la(b) as-seen-as-pessible-by the date of application of this regulation. In case
Common Specifications are not adopted by the date of application of this regulation,
reprocessing shall be performed according to relevant harmonized standards and national
provisions that ensure compliance with the requirements outlined in paragraph 1a(b). The
compliance with the common specifications or, in the absence of common specifications,
the relevant harmonized standards and the national provisions, shall be certified by a

notified body.

2. Only single-use devices that have been placed on the Union market in accordance with this
Regulation, or prior to [date of application of this Regulation] in accordance with Birective
90/385/EEC-er Directive 93/42/EEC may be reprocessed.

3. Only inthe-case-of reprocessing-of-single-use-deviees for-eritical-use-only reprocessing of

single-use devices that is considered safe according to the latest scientific evidence may be

carried out.

4.  The Commission, by means of implementing acts, shall establish and regularly update a list
of categories or groups of single-use devices foreritical-use which cannot be reprocessed
safely and therefore may under no circumstances be reprocessed r-accerdance-with
paragraph-3. Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 88(3).

5. The name and address of the legal or natural person referred to in paragraph 1 and the other
relevant information in accordance with Section 19 of Annex | shall be indicated on the
label and, where applicable, in the instructions for use of the reprocessed device. The name
and address of the manufacturer of the original single-use device shall no longer appear on
the label, but shall be mentioned in the instructions for use of the reprocessed device.
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A Member State that permits reprocessing of single-use devices may maintain or introduce

stricter national provisions restricting or prohibiting, within its territory, en-greunds-of

protection-of public-health the following:

(@) the reprocessing of single-use devices and the transfer of single-use devices to another
Member State or to a third country with a view to their reprocessing;

(b) the making available and or further use of reprocessed single-use devices.

Member States shall notify the Commission and the other Member States of the national

provisions and-the-grounds-for-introducing-them. The Commission shall keep the

information publicly available.

Article 16
mplanteard Information to be supplied to the patient with an implanted device

The manufacturer of an implantable device shall provide together with the device an-mplant

card the following:

(@) information allowing the identification of the device, including the device name,
serial number, batch code or lot number, the Unique Device Identification, as well as
the name, address and the URL of the website of the manufacturer;

(c) anywarnings, precautions or measures to be taken by the patient or a healthcare
professional with regard to reciprocal interference with reasonably foreseeable
external influences, medical examinations or environmental conditions;

(d) any information about the expected lifetime of the device and any necessary
follow-up;

(e) any other information to assure a safe use of the device by the patient, including the
information in Annex I, Section 19.3. Point (ob).
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la.

laa.

1b.

The above mentioned information whieh shall be made available te for the particular patient
who has been implanted with the device by any means that can allow a rapid access to the
information and stated in the language(s) determined by the concerned Member State. The
information shall be written in a way that is readily understood by a lay person. The
information mentioned in this article must be updated where appropriate and updates
should be available to the patient via the URL for the website mentioned in paragraph 1
point (a).

Member states shall require health institutions to make the information mentioned in this

article available to patients who have been implanted.

The Commission shall; by means of implementing acts, shal establish a list of categories

or groups of devices to which this Article shall not apply. These implementing acts shall

be adopted in accordance with the examination procedure referred to in Article 88 (3).

Article 17
EU declaration of conformity
The EU declaration of conformity shall state that fulfilment of the requirements specified in
this Regulation has been demonstrated. It shall be continuously updated. The minimum
content of the EU declaration of conformity is set out in Annex Il1. It shall be translated into
the an official Union language or languages required by the Member State(s) in which the

device is made available.
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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 legislation to

which 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 89
amending or supplementing the minimum content of the EU declaration of conformity set

out in Annex Il in the light of technical progress.

Article 18
CE marking of conformity
Devices, other than custom-made or investigational devices, considered to be in conformity
with the requirements of this Regulation shall bear the CE marking of conformity, as

presented in Annex IV.

The CE marking shall be subject to the general principles set out in Article 30 of Regulation
(EC) No 765/2008.

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 device, it
shall be 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 pictogram or any other mark indicating a special risk or use.
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5. 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 42.
The identification number shall also be indicated in any promotional material which

mentions that a device fulfils the legal requirements for CE marking.

6.  Where devices are subject to other Union legislation concerning other aspects which also
provide for the affixing of the CE marking, the CE marking shall indicate that the devices
also fulfil the provisions of the other legislation.

Article 19
Devices for special purposes
1. Member States shall not create any obstacle to the following devices:

(@) investigational devices which are supplied to a doctor of medicine, a dental practitioner
or an authorised person for the purpose of clinical investigation if they meet the
conditions laid down in Articles 50 to 60 and in Annex XIV;

(b) custom-made devices which are made available on the market if they comply with
Article 42(7) and Annex XI.

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

Article 54.

2. Custom-made devices shall be accompanied by the statement referred to in Annex XI which
shall be made available to the particular patient or user identified by name, an acronym or a

numerical code.

Member States may require that the manufacturer of a custom-made device submit to the

competent authority a list of such devices which have been made available in their territory.
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3. Attrade 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
a visible sign clearly indicates that such devices are intended for presentation or
demonstration purposes only and cannot be made available until they have been made to

comply with this Regulation.

Article 20
Systems and procedure packs
1. Any natural or legal person shall draw up a statement referred to in paragraph 2 if he puts

devices bearing the CE marking together with the following other devices or products, in
accordance with the intended purpose of the devices or other products and within the limits
of use specified by their manufacturers, in order to place them on the market as a system or
procedure pack:
(a)- other devices bearing the CE marking;
(b)- in vitro diagnostic medical devices bearing the CE marking in conformity with

Regulation (EU) [.../...];
(c)- other products which are in conformity with the legislation applicable to those

products only when they are used within the medical procedure or their presence in

the system or procedure pack is justified.

2. Inthe statement, the person referred to in paragraph 1 shall declare the following:

(@) that he verified the mutual compatibility of the devices and, if applicable other products,
in accordance with the manufacturers' instructions and has carried out his operations in
accordance with those instructions;

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

(c) that the activity of putting devices and, if applicable, other products together as a system
or procedure pack was subject to appropriate methods of internal monitoring,

verification and validation.
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Any natural or legal person who sterilises systems or procedure packs referred to in
paragraph 1 for the purpose of placing them on the market shall, at his choice, follow one of
the procedures referred to in Annex VIII or in Part A of Annex X. The application of those
Annexes and the involvement of the notified body shall be limited to the aspects of the
procedure relating to ensuring sterility until the sterile package is opened or damaged. The
person shall draw up a statement declaring that sterilisation has been carried out in

accordance with the manufacturer's instructions.

Where the system or procedure pack incorporate devices which do not bear the CE marking
or where the chosen combination of devices is not compatible in view of their original
intended purpose, or where the sterilisation has not been carried out in accordance with
the manufacturer’s instructions the system or procedure pack shall be treated as a device in
its own right and shall be subjected to the relevant conformity assessment procedure

pursuant to Article 42.

The systems or procedure packs referred to in paragraph 1 shall not themselves bear an
additional CE marking but they shall bear the name, registered trade name or registered
trade mark of the person referred to in paragraph l1and 3 as well as the address at which he
can be contacted and his location can be established. Systems or procedure packs shall be
accompanied by the information referred to in Section 19 of Annex I. The statement referred
to in paragraph 2 of this Article shall be kept at the disposal of the competent authorities,
after the system or procedure pack has been put together, for the period that is applicable to
the devices put together in accordance with Article 8(4). Where these periods differ, the

longest period shall apply.
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Article 21
Parts and components

1. Any natural or legal person who makes available on the market an article intended
specifically to replace an identical or similar integral part or component of a device that is
defective or worn in order to maintain or re-establish the function of the device witheut
significantly-changing-Hs-performance-orsafety characteristies, shall ensure that the article
does not adversely affect the safety and performance of the device. Substantiating
Supporting evidence shall be kept available to the competent authorities of the Member
States.

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

Article 22
Free movement
Except where otherwise provided in this regulation, Member States shall not refuse, prohibit or
restrict the making available or putting into service within their territory of devices which

comply with the requirements of this Regulation.
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Chapter 111
Identification and traceability of devices, registration of devices
and of economic operators, summary of safety and clinical

performance, European databank on medical devices

Article 23
Identification within the supply chain
Distributors and importers shall co-operate with the manufacturer or authorized
representative to achieve an appropriate level of eare-professionals-and-health-institutions
to-store-and-keep; traceability of devices.

Economic
operators shall be able to identify the following to the competent authority, for the period
referred to in Article 8(4):

(a) any economic operator to whom they have supplied a device;

(b) any economic operator who has supplied them with a device;

(c) any health institution er-healtheare-professional to whom they have supplied a device.
" hallinf I horiti ﬁ_

For systems and procedure packs, this provision shall also apply to the natural or legal

person referred to in Article 20(1).
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Article 23a
Medical devices nomenclature
To facilitate the functioning of the European Databank on medical devices (Eudamed)
established pursuant to Article 27 and the UDI database established pursuant to Article 24a the
Commission shall ensure that a medical 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 available

to other stakeholders free of charge, where reasonably practicable.

Article 24
Unique Device Identification system
tdentification-shal-be-putin-place-r-the- Unien: The Unique Device Identification (UDI)
system shall allow the identification and facilitate the traceability of devices, other than
custom-made and investigational devices, and shall consist of the following:
(a) production of a UDI that comprises the following:
(1) adevice identifier (DI) specific to a manufacturer and a device model, providing
access to the information laid down in Part B of Annex V;
(i) aproduction identifier (P1) that identifies the produced device's unit and if
applicable the packaged devices as specified in Annex V Part C data+related-to

| it of devi uetion:
(b) placement application of the UDI on the label of the device or on its package;
) orage-ofthe UDl by the economic-operators-and-the-health-inastitution
(d) establishment of an electronic system on UDI (UDI database) according to
Article 24a.
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2. The Commission shall designate one or several entities that operate a system for assignment

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

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

(b) its system for the assignment of UDIs is adequate to identify a device through its
distribution and use in accordance with the requirements of this Regulation;

(c) its system for the assignment of UDIs conforms to the a relevant international
standards;

(d) the entity gives access to its system for the assignment of UDIs to all interested users
according to a set of predetermined and transparent terms and conditions;

(e) the entity undertakes the following:

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

(i)  to make available to the Commission and to the Member States, upon request,
information concerning its system for the assignment of UDIs and-concerning

(iii) to remain in compliance with the criteria for designation and the terms of

designation during-the-period-forwhich-itis-designated.

In exercising its powers under this paragraph the Commission shall endeavour to promote
interoperability between different UDI assigning entity systems with a view to minimising

financial and administrative burdens for economic operators and health institutions.

3. Before placing a device on the market, the manufacturer shall assign to the device and — if
applicable — to all higher levels of packaging a UDI created in compliance with the rules

of provided-by an entity designated by the Commission in accordance with paragraph 2+
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4a.

4b.

4c.

oa.

The UDI carrier shall be placed on the label of the device and on all higher levels of

packaging. Higher levels of packaging do not include shipping containers. in-accordance

The UDI shall be used for reporting serious incidents and field safety corrective

actions in accordance with Article 61 and shall be included in the information to
be provided to a patient implanted with a medical device referred to in Article 16.

The Basic UDI device identifier (Basic UDI-DI as defined in Annex V Part C) of
the device shall appear on the EU declaration of conformity referred to in Article
17.

The manufacturer has to keep up-to-date a list of all applied UDI as part of the

technical documentation referred to in Annex I1.

Economic operators and-health-institutions shall store and keep, preferably by
electronic means, the UDI device-identifierand-the-production-tdentifier of the
devices which 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 care professionals and
health institutions to store and keep, preferably by electronic means, the UDI of the
devices which they have been supplied with. With a view to ensuring a uniform
approach to the manner in which the UDI of devices, categories or groups of
devices which health institutions have been supplied with is to be stored, the
Commission may adopt implementing acts pursuant to point (aa) of paragraph 7.

9769/15 LES/ns
ANNEX DGB 3B

www.parlament.gv.at

55
EN


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

The Commission shal-be-empowered-to may, by means of adept-delegated implementing

acts, specify the modalities and the procedural aspects with a view to ensuring harmonised

application of the Unique Device Identification System for any of the following aspects

accordance-with-Article-89(3}:

(a) determining the determination of the devices, categories or groups of devices whese
identification-shal-be-based-en-the to which the obligation laid down in paragraph 5

(aa) the determination of the devices, categories or groups of devices to which paragraph
5a shall apply;

(b) speeifying the specification of the data to be included in the UDI production
identifier (UDI-PI) of specific devices or device groups whichfolowing-a

Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 88(3).
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&)7a. The Commission shall be empowered to adopt delegated acts in accordance with Article
89:
(a) amending or supplementing the list of information set out in Part B of Annex V in
the light of technical progress; and
(b) amending or supplementing ef Annex V in the light of international development

in the field of unique device identification.

8. When adopting the measures referred to in paragraph 7, the Commission shall take into
account the following:
(@) the protection of personal data;
(b) the legitimate interest in protecting commercially sensitive information;
(c) the risk-based approach;
(d) the cost-effectiveness of the measures;
(e) the convergence of UDI systems developed at international level;
(f)  the need to avoid duplications in the UDI system;

(g) the needs of the health care systems of the Member States.

Article 24a
Electronic system on UDI (UDI database)
1.  The Commission, after consulting the MDCG shall set up and manage an electronic
system on UDI (UDI database) to validate, collate, process and make available to

the public the information mentioned in Part B of Annex V.

la. When designing the UDI database the Commission shall consider the general
principles on the UDI database as described in Annex V Part C section 6. The
design shall, inter alia, be such that:
- No UDI Production Identifiers are included in the UDI database;
- No commercially confidential product information shall be included in the
UDI database.

1b. The core data elements in the UDI database shall be accessible to the public free of

charge.
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la.

The technical design of the electronic system must ensure permanent accessibility
on information stored in the UDI database and allow multi user access and
automatic up and downloads of these information. The Commission shall provide
for proper technical and administrative support to manufacturers and other users
of the UDI database.

Before a device, other than a custom-made or investigational device, is placed on
the market the manufacturer or his authorised representative 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.

Article 24b
Process for registration of devices
Before placing on the market the manufacturer of a device, other than custom made or
investigational devices shall assign in compliance with the rules of the designated

issuing entities to the device a Basic UDI-DI as defined in Annex V Part C.

Before placing on the market a system or procedure pack according to article 20 (1),
other than custom made or investigational devices, the responsible natural or legal
person shall assign in compliance with the rules of the designated issuing entities to
the system or procedure pack a Basic UDI-DI as defined in Annex V Part C 6.3 and
submit to the UDI database this Basic UDI-DI and the linked information referred to

in Part B of Annex V.

Where a manufacturer of a device, other than custom made or investigational devices,
applies a conformity assessment procedure according to Article 42 paragraph 3 first
sentence, paragraph 4 or paragraph 5 the manufacturer shall submit to the UDI
database the Basic UDI-DI and the linked information referred to in Part B of Annex

V before placing the device on the market.
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1b.

Where a manufacturer of devices, other than custom made or investigational devices,
applies a conformity assessment procedure according to Article 42 paragraph 2 second
sentence or paragraph 3 third sentence (EU technical documentation assessment and EU
type-examination) the manufacturer shall assign the Basic UDI-DI (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 UDI-DI on the certificate issued (Annex
X111 4.a)). After the issuing of the relevant certificate and before placing the device on
the market the manufacturer or his authorised representative shall submit to the UDI
database the Basic UDI-DI and the linked information referred to in Part B of Annex
V.

Article 25

Electronic system on registration of devices-and economic operators
The Commission, in-ceHaberation-with-the Member-States after consulting the
MDCG, shall set up and manage an electronic system to create the single
registration number referred to in Article 25a and to collate and process
information that is necessary and proportionate to deseribe-and-identify-the-device
and-to identify the manufacturer and, where applicable, the authorised representative
and the importer. The details regarding the information to be submitted by the

economic operators are laid down in Part A of Annex V.

Member States may maintain or introduce national provisions on registration of

distributors and importers of a devices which have been made available in their

territory.
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3. Within ene two weeks after placing a device, other than a custom-made or investigational
device for performance evaluation, on the market, importers shall submit-te verify that the
manufacturer or authorised representative has uploaded to the electronic system the
information referred to in paragraph 1 and shall add their details to the relevant

entry/entries.

Where applicable, importers shall also verify that the registration includes the details of the
authorised representative and, if these details are not included, shall inform the relevant

authorised representative.

Article 25a
Process for registration of manufacturers and Authorised Representatives, Single registration
number
1.  The manufacturer or his authorised representative, who has not been registered
before according to this article shall submit to the electronic system the
information referred to in Annex V Part A before placing a device, other than a
custom-made or investigational device, on the market. In cases where the
conformity assessment procedure requires the involvement of a notified body the
information referred to in Annex V part A shall be submitted to the electronic
system before applying to a notified body.

2. After having verified the data entered by the manufacturer or his authorised
representative the competent authority shall procure from the electronic system
referred to in Article 25 a single registration number (SRN) and issue it to the

manufacturer or his authorised representative.

3. The manufacturer shall use the single registration number when applying to a
notified body for certification according to Article 43 and for entering the
electronic system on UDI (in order to fulfil their obligations according to
Article 24a(3) and Article 24b(2) and (3)).
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7a.

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 than twe one years after submission of the information in accordance with
paragraphs2and-3 1, and then every second year thereafter, the relevant economic operator
shall confirm the accuracy of the data. Without prejudice to the economic operator’s
responsibility for the data, the competent authority shall verify the confirmed data referred
to in points 1-4a of Part A of Annex V. In the event of failure to confirm within six months
of the due date, any Member State may take appropriate corrective measures to-suspend-or
otherwiserestrict-the-making-available-ef the-device-in-guestion 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.

The competent authority may use the data to administer a charge or fee to the

manufacturer or the authorised representative pursuant to Article 86.

Article 26
Summary of safety and clinical performance

In the case of devices classified as class 111 and implantable devices, other than custom-made
or investigational devices, the manufacturer shall draw up a summary of safety and clinical
performance. It shall be written in a way that is clear to the intended user and, if relevant, to
the patient and shall be available to the public via Eudamed. The draft of this summary shall
be part of the documentation to be submitted to the notified body involved in the conformity
assessment in accordance with Article 42 and shall be validated by that body. After 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.
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la. 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 UDI-DI and
the single registration number;

(b) the intended purpose of the device, including indications, contra-indications 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 well as a description of the
accessories, other medical devices and other products that are not medical devices,
which are intended to be used in combination with the medical device;

(d) suggested position in treatment options;

(e) reference to harmonized standards and common specifications;

() the summary of the clinical evaluation report as referred to in annex XIlII, and
relevant information on the post-market clinical follow up;

() 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 clinical performance. Those

implementing acts shall be adopted in accordance with the advisory procedure referred to in
Article 88(2).

Article 27

European databank

1.  The Commission, after consulting the MDCG, shall develop and manage the European

databank on medical devices (Eudamed) for the following purposes:

(@) toenable the public to be adequately informed about devices placed on the market,
about the corresponding certificates issued by notified bodies and about the relevant
economic operators;

(b) toenable unique identification and to facilitate traceability of devices within the
internal market;
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(©)

(d)
(€)

to enable the public to be adequately informed about clinical investigations and to
enable sponsors of clinical investigations to-be-cenducted-r-more-than-ene-Member
State to comply with irfermatien obligations under Articles 50 to 60;

to enable manufacturers to comply with information obligations under Articles 61 to 66;
to enable the competent authorities of the Member States and the Commission to carry
out their tasks relating to this Regulation on a well informed basis and to enhance the

cooperation between them.

2.  Eudamed shall include the following as-integral-parts:

(@) the electronic system on UDI referred to in Article 24a;

(b) the electronic system on registration of devices-and economic operators referred to in
Article 25;

(ba) the electronic system on notified bodies referred to in Article 33(9);

(c) the electronic system on information on applications for conformity assessment and on
certificates referred to in Article 43(1) and Article 45(4) and on Summaries of safety
and clinical performance referred to in Article 26;

(d) the electronic system on clinical investigations referred to in Article 53,

(e) the electronic system on vigilance and post-market surveillance referred to in Article
62 664,

(F)  the electronic system on market surveillance referred to in Article 68 75b.

2a. Inthe design of Eudamed the Commission shall give due consideration to the
compatibility of national databases and national web-interfaces to allow for import and
export of data.

3. The data shall be entered into Eudamed by the Member States, notified bodies, economic
operators and sponsors as specified in the provisions concerning the electronic systems
referred to in paragraph 2. The Commission shall provide for technical and administrative
support to users of Eudamed.
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4.  All the information collated and processed by Eudamed shall be accessible to the Member
States and to the Commission. The information shall be accessible to notified bodies,
economic operators, sponsors and the public to the extent defined in the provisions referred to

in paragraph 2.

5. Eudamed shall contain personal data only insofar as this is necessary for the electronic
systems referred to in paragraph 2 to collate and process the information in accordance with
this Regulation. Personal data shall be kept in a form which permits identification of the data

subjects for no longer than the periods referred to in Article 8(4).

6.  The Commission and the Member States shall ensure that the data subjects may effectively
exercise their rights to information, to access, to rectify and to object in accordance with
Regulation (EC) No 45/2001 and Directive 95/46/EC, respectively. They shall ensure that the
data subjects may effectively exercise the right of access to data relating to them, and the right
to have inaccurate or incomplete data corrected and erased. Within their respective
responsibilities, the Commission and the Member States shall ensure that inaccurate and
unlawfully processed data is deleted, in accordance with the applicable legislation.
Corrections and deletions shall be carried out as soon as possible, but no later than within

60 days after a request is made by a data subject.

7. The Commission shall, by means of implementing acts, lay down the modalities necessary for
the development and management of Eudamed. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 88(3). When adopting these
implementing acts, the Commission shall ensure that, to the extent possible, the system
develops so as to avoid any requirement of double entries of the same information within

the same module or in different modules of the system.

8.  Inrelation to its responsibilities under this Article and the processing of personal data

involved therein, the Commission shall be considered controller of Eudamed and its electronic

systems.
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Article 27a
Functionality of the European database portal and the Electronic system on UDI
The Commission shall, in collaboration with MDCG, draw up the functional specifications
for the European database referred to in article 27a and the Electronic system on UDI

referred to in article 24a, together with the time frame for their implementation.

The Commission shall, on the basis of an independent audit report, inform the MDCG
when it has verified that the European database and the Electronic system on UDI have
achieved full functionality and the systems meet the functional specifications drawn up

pursuant to paragraph 1.

The Commission shall, after consultation with MDCG and when it is satisfied that the
conditions referred to in paragraph 2 have been fulfilled, publish a notice to that effect in

the Official Journal of the European Union.

Chapter IV
Notified bodies

Article 28
National authorities responsible for notified bodies for 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 out third-party conformity assessment tasks activities
under this Regulation shall nominate destghrate an authority, which may consist of separate
constituent 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, including subcontractors er and

subsidiaries of those bodies, hereinafter referred to as the *national authority responsible for

notified bodies’.
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2. The national authority responsible for notified bodies shall be established, organised and
operated so as to safeguard the objectivity and impartiality of its activities and to avoid any
conflicts of interests with conformity assessment bodies.

3. The national authority responsible for notified bodies 4 shall be organised so that each

decision relating to designation or notification efa-cenformity-assessmentbody is taken by
personnel different from those who carried out the assessment ef-the-conformity-assessment
body.

4.  The national authority responsible for notified bodies  shall not perform any activities that

conformity-assessment notified bodies perform rerprovide-consultaney-services on a

commercial or competitive basis.

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

Member States, and the Commission and, when required, with other regulatory authorities.

6.  The national authority responsible for notified bodies shall have a sufficient number of

competent personnel at its disposal for the proper performance of its tasks.

Where Witheutprejudice-to-Article-33(3)-where-a the national authority s responsible for the
designation-of notified bodies in-the-field-of products-otherthan-medical-devices; is a
different authority than the national competent authority for medical devices, it shall ensure

that the national competent authority responsible for medical devices is shat-be consulted

on aHl relevant aspects specifically-related-to-medical-devices.

7. Member States shall make publicly available general previde-the-Commission-and-the-other
Member-States-with information on their preeeduresfer provisions on the assessment,

designation and notification of conformity assessment bodies and for the monitoring of

notified bodies, and on efany changes which have a significant impact on these tasks

thereto.
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la.

The national authority responsible for notified bodies shall be-peer-reviewed-every-second
year participate in the oversight activities laid down in Article 38. Fhe-peer-review-shaH

Article 29
Requirements relating to notified bodies
Notified bodies shall satisfy the organisational and general requirements and the quality
management, resource and process requirements that are necessary so they are qualified to
fulfil the#r tasks for which they are designated in accordance with this Regulation. Mirimum

The requirements to be met by notified bodies are set out in Annex VI.

Notified bodies shall make available and submit upon request, all relevant documentation,
including the manufacturer’s documentation to the national authority responsible for
notified bodies to allow it to conduct its assessment, designation, notification and

monitoring and surveillance activities outlined within this Chapter.

Fhe In order to ensure the uniform application of the requirements set out in Annex VI, the

Commission shal-be-empoweredto may adopt delega%ed |mplement|ng acts in accordance
with Article 889(3) amend & 2 e
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Article 30
Subsidiaries and subcontracting
Where a notified body subcontracts specific tasks connected with conformity assessment or
has recourse to a subsidiary for specific tasks connected with conformity assessment, it shall
verify that the subcontractor or the subsidiary meets the relevant applicable requirements set
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.

Conformity assessment activities may be subcontracted or carried out by a subsidiary enrly
with-the-agreement-of provided that the legal or natural person that applied for conformity

assessment has been informed of this.

Notified bodies shall keep at the disposal of the national authority responsible for notified
bodies the relevant documents concerning the verification of the qualifications of the

subcontractor or the subsidiary and the work carried out by them under this Regulation.
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Article 31
Application by a conformity assessment body for netiication designation
1. A conformity assessment body shall submit an application for netification designation to the
national authority responsible for notified bodies of the Member State in which it is
established.

2. The application shall specify the conformity assessment activities as defined in this

Regulation, the-cenformity-assessmentprocedures and the types of devices for which the

body applies to be designated and for which involvement of a notified body is required

claims-to-be-competent, supported by documentation proving compliance with all the
requirements set out in Annex V1.

In respect of the organisational and general requirements and the quality management
requirements set out in Sections 1 and 2 of Annex VI, therelevant-decumentation-may-be
submitted-in-form-of a valid certificate and the corresponding evaluation report delivered by a
national accreditation body in accordance with Regulation (EC) No 765/2008 may be
submitted in support of these requirements and shall be taken into consideration during the

assessment described in Article 32. However, the applicant shall make available the full

documentation to demonstrate conformity with these requirements upon request. Fhe

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

requirements set out in Annex VI.
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Article 32
Assessment of the application
1. The national authority responsible for notified bodies shall within 30 days check that the
application referred to in Article 31 is complete and shall request the applicant to provide
any missing information. Once the application is complete the national authority shall send
it to the Commission along with a proposed timeframe for preliminary review and an

indicative date for an on-site assessment.

The national authority shall review the application and supporting documentation in

accordance with its own procedures and shall draw up a preliminary assessment report.

2. H The national authority responsible for notified bodies shall submit the preliminary
assessment report to the Commission which shall immediately transmit it to the Medical
Device Coordination Group established by Article 78 (‘“MDCG’). The national authority
responsible for notified bodies shall also indicate based on their assessment whether the on-
site assessment date proposed in paragraph 1 remains valid. Upen-request-by-the

Documents to support the application described in Article 31 shall be made available upon

request.
9769/15 LES/ns 70
ANNEX DGB 3B EN

www.parlament.gv.at


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

3. Within 14 days of the submission referred to in paragraph 2, the Commission, in conjunction
with the MDCG, shall designate assign a joint assessment team made up of atleast twe three
experts, unless the specific circumstances require another number of experts, chosen from a
the list of-expe

the- MBCG- One Atleast-ene of these experts shall be a representative of the Commission
who shall lead coordinate the activities of the joint assessment team.

The joint assessment team shall be comprised of competent experts which reflect the
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 37

to ensure that the specific concern can be appropriately assessed.

4. Within 90 days after desighation assignment of-thejoint-assessment-team-the-national
authority-responsible-fornotified-bodies-and the joint assessment team shall review the

documentation submitted with the application in accordance with Article 31. The joint
assessment team may feedback to or require clarification from the national authority

responsible for notified bodies on the application and on the planned on-site assessment.

The national authority responsible for notified bodies together with the joint assessment
team shall plan and conduct an on-site assessment of the applicant conformity assessment

body and, where relevant, of any subsidiary or sub-contractor, located inside or outside the

Union, to be involved in the conformity assessment process.

The on-site assessment of the applicant body shall be led by the national authority
responsible for notified bodies.
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4a.

4aa.

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

e inle

A list of non-compliances resulting from the assessment shall be presented by the national
authority responsible for notified bodies to the applicant body at the end of the on-site

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

The national authority shall request a corrective and preventive action plan from the
applicant body to be submitted within a specified timeframe to address the non-

compliances.

The joint assessment team shall within 30 days of completion of the on-site assessment
document any remaining diverging opinions with respect to the assessment and send these

to the national authority responsible for notified bodies.
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4b.  The national authority responsible for notified bodies shall following receipt of a corrective
and preventive action plan from the applicant body assess whether non-compliances
identified during the assessment have been appropriately addressed. This plan shall include
an indication of the root cause of the finding and a timeframe for implementation of the

actions therein.

The national authority shall having confirmed the corrective and preventive action plan
forward this plan and its opinion on this plan to the joint assessment team. The joint
assessment team may request further clarification and modifications from the national

authority responsible for notified bodies.

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 been appropriately
addressed and, where required, implemented,

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

- the recommended scope of designation.

5. The national authority responsible for notified bodies shall submit its final assessment report
and, if applicable, the #s draft netification designation to the Commission, which-shaH
f i f the MDCG and te-the-members-of the joint

assessment team. b
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6.  The joint assessment team shall provide its opinion in a final report regarding the assessment
report prepared by the national authority responsible for notified bodies and, if applicable,
the draft netification designation within 21 days of receipt of those documents and to the
Commission, which shall immediately submit this opinion to the MDCG. Within 2% 42 days
after receipt of the opinion of the joint assessment team, the MDCG shall issue a
recommendation with regard to the draft netification designation which the relevant national
authority responsible for notified bodies shall duly take into consideration for its decision on
the designation of the notified body.

7. The Commission may, by means of implementing acts, adopt measures setting out the
modalities specifying procedures and reports for the application for netificatien designation
referred to in Article 31 and the assessment of the application set out in this Article. Those
implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 88(3).

Article 32a
Nomination of experts for joint assessment of applications for notification
1.  The Member States and the Commission shall nominate experts qualified in the assessment
of conformity assessment bodies in the field of medical devices to participate in the
activities outlined in Article 32 and Article 38.

2. The Commission 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
referred to in Article 27.
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Article 32b
Language requirements
All documents required pursuant to Articles 31 and 32 shall be drawn up in a language or

languages which shall be determined by the Member State concerned.

Member States, in applying the first sub-paragraph, 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
31 and 32, or parts thereof into an official Union language such that the documents can be
readily understood by the joint assessment team designated in accordance with Article 32(3).

Article 33
Netification Designation and notification procedure
0.  Member States may netify only designate conformity assessment bodies which satisfy the
requirements set out in Annex VI and for which the assessment pursuant to Article 32 was

completed.

1.  Member States shall notify the Commission and the other Member States of the conformity

assessment bodies they have designated, using the electronic notification tool developed and

managed by the Commission.

2
3
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4a.

The notification shall clearly specify the scope of the designation indicating the conformity
assessment activities as defined in this Regulation;the-confermity-assessment-procedures
and the type of devices which the notified body is authorised to assess and, without prejudice

to Article 35, any conditions associated with the designation.

The Commission shall within six months of the entry into force of this Regulation may, by
means of implementing acts, set draw up a list of codes and the corresponding types of
devices to define describe the scope of the designation of notified bodies which the Member
States shall indicate in their notification. Those implementing acts shall be adopted in
accordance with the adwvisery examination procedure referred to in Article 88(2 3). The
Commission, after consulting the MDCG, may update this list inter alia based on

information arising from the coordination activities described in Article 38.

The notification shall be accompanied by the final assessment report of the national authority
responsible for notified bodies, the epinten final report of the joint assessment team and the
recommendation of the MDCG. Where the notifying Member State does not follow the
recommendation of the MDCG, it shall provide a duly substantiated justification.

The notifying Member State shall, without prejudice to Article 35, provide inform the
Commission and the other Member States of any conditions associated with the designation
and with provide 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

Within 28 days of a notification, a Member State or the Commission may 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.
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8.  When a Member State or the Commission raises objections in accordance with paragraph 7,

the-effect-of-the-netification-shal-be-suspended—tn-thisease; the Commission shall bring the
matter before the MDCG within 45 10 days after expiry of the period referred to in paragraph

7. After consulting the parties involved, the MDCG shall give its opinion at the latest within

40 28 days after the matter has been brought before it. H-the-netifying-Member-State-deeshot

8a. Where the MDCG, after having been consulted in accordance with paragraph 8, confirms
the existing objection or raises another objection, the notifying Member State shall provide
a written response to the MDCG opinion 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 State's decision to designate or not designate the conformity assessment body.

9.  Where no objection is raised in accordance with paragraph 7 or where the MDCG orthe
Commission, after having been consulted in accordance with paragraph 8, is of the opinion
that the notification may be accepted fuly-orpartialy, or where the notifying Member State
having responded in accordance with paragraph 8a, decides to notify the designation of the
conformity assessment body the Commission shall publish the notification aceoerdinghy within
14 days of receipt.

When publishing the notification in the database of notified bodies developed and managed
by the Commission, the Commission shall also add the information relating to the
notification of the notified body to the electronic system referred to in Article 27 along with
the documents mentioned in paragraph 5 and the opinion and responses referred to in

paragraphs 8 and 8a of this Article.

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

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

only after the notification has become valid in accordance with paragraph 10.
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Article 34
Identification number and list of notified bodies
1.  The Commission shall assign an identification number to each notified body for whieh the
notification is-aceepted as it becomes valid in accordance with Article 33(10). It shall assign a

single identification number even when the body is notified under several Union acts.

2. The Commission shall make the list of the bodies notified under this Regulation, including the
identification numbers that have been assigned to them and the conformity assessment
activities as defined in this Regulation and the types of devices for which they have been
notified, accessible to the public in the database of notified bodies developed and managed
by the Commission. It shall also make this list available on the electronic system referred to
in Article 27. The Commission shall ensure that the list is kept up to date.

Article 35
Monitoring and assessment of notified bodies
0.  Notified bodies shall, without delay, inform the national authority responsible for notified
bodies of relevant changes which 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 which they have been designated.
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1.  The national authority responsible for notified bodies shall eentirueusty conduct monitoring
of the notified bodies based on its territory and of their subsidiaries and subcontractors to
ensure ongoing compliance with the requirements and the fulfilment of its obligations set out
in this Regulation Anrnrex 4. The notified bodies shall, on request from the national
authority responsible for notified bodies, supply all relevant information and documents,

required to enable the authority, the Commission and other Member States to verify

compliance with those criteria.

2. 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 bodies on its

territory relating to conformity assessments such notified bodies have carried out. Notified

bodies shall respond without delay to such requests relating-to-conformity-assessments-they

Commission. The national authority responsible for notified bodies of the Member State in
which the body is established shall enferee ensure that requests submitted by authorities of
any other Member State or by the Commission are resolved unless there is a legitimate reason
for not doing so in which case both sides may consult the MDCG. Fhe-netified-body-or-their
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3a.

At least once a year, the national authority responsible for notified bodies shall assess whether
each notified body and, when appropriate, the subsidiaries and subcontractors under its
responsibility still satisfies satisfy the requirements and fulfil their obligations set out in
Annex VI. This assessment review shall include an on-site visit to each notified body and,

when necessary, to its subsidiaries and subcontractors.

The national authority shall 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 requirements of this Regulation. This plan shall
provide a reasoned schedule for the frequency of assessment of the notified body and, in
particular, associated subsidiaries and subcontractors. The authority shall submit its
annual plan for monitoring or assessment for each notified body for which it is responsible
to the MDCG and to the Commission.

The national authority’s monitoring of notified bodies shall include witnessed audits of the
notified body personnel, including when necessary, the personnel from subsidiaries and

subcontractors, when conducting quality system assessments at a manufacturer’s facility.
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3c.

3ca.

3ch.

3d.

The monitoring of notified bodies conducted by national authorities responsible for notified
bodies shall consider data arising from market surveillance, vigilance and post-market

surveillance systems to help guide its activities.

The authority shall provide for a systematic follow-up of complaints and other information,
including from other Member States, which may indicate non-fulfilment of the obligations

by a notified body or its deviation from common or best practice.

The national authority responsible for notified bodies may in addition to regular
monitoring or on-site assessments conduct short-notice, unannounced or ‘for-cause’

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

The national authority responsible for notified bodies shall assess the notified body
assessments of manufacturers’ technical and clinical documentation as further outlined in
Article 35a.

The national authority responsible for notified bodies shall document and record any
findings regarding non-compliance of the notified body with the requirements 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 every third fourth year thereafter,
the a complete re-assessment to determine whether the notified body still satisfies the

requirements set out in Annex VI shall be conducted by the national authority responsible for

notified bodies of the Member State in which the body is established and a joint assessment
team designated in accordance with the procedure described in Article 31 and 32(3)-and-(4).

9769/15 LES/ns 81
ANNEX DGB 3B EN

www.parlament.gv.at


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

4a. The Commission may, by means of implementing acts, modify the frequency of complete
re-assessment referred to in the previous sub-paragraph. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 88(3).

5.  The Member States shall report to the Commission and to the MDCG ether-Member-States, at
least once a year, on their monitoring activities regarding their notified bodies and, where
applicable, subsidiaries and subcontractors. This report shall provide details of the outcome
of the monitoring activities. This report shall be treated as confidential by the MDCG and

the Commission however it shall contain a summary which shall be made publicly available.

The summary report shall be uploaded to the European databank referred to in Article 27.

Article 35a
Review of Notified Body assessment of technical documentation and clinical evaluation
documentation

1.  The national authority responsible 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 clinical evaluations to verify the conclusions
drawn by the notified body based on the information presented by the manufacturer. These
assessments shall be conducted both off site and during on-site assessments.

2. The sample of files assessed in accordance with paragraph 1 shall be planned and
representative of the types and risk of devices certified by the notified body and in
particular high risk devices, appropriately justified and documented in a sampling plan,
which shall be available from the national authority responsible for notified bodies upon
request of the MDCG.
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3. The national authority responsible for notified bodies shall assess whether the assessment
by the notified body was conducted appropriately and verify the procedures used, associated
documentation and conclusions drawn by the notified body. This shall include the
manufacturer’s technical and clinical documentation upon which the notified body has

based its assessment. These assessments shall be conducted utilising common technical

specifications provided for in Article 7 and-chinical-evaluation-guidanceprovided-forin
paragraph-6-{c)-of-Article-81a in the conduct of the assessment.

5.  These assessments shall also form part of the re-assessment of notified bodies in
accordance with Article 35(4) and the joint assessment activities referred to in Article
37(2a). These assessments shall be conducted utilising appropriate expertise.

6. The MDCG may, based on the reports of these assessments by the national authority or
joint assessment teams, and inputs from the market surveillance and post-market
surveillance activities described in Chapter VII, recommend that the sampling, either by
national authority or as part of a joint assessment activity, shall assess a greater or lesser
proportion of the clinical evaluations and technical documentation assessed by a notified
body.

7. 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 this Article. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 88(3).
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la.

Article 36

Changes to designations and notifications
The Commission and the other Member States shall be notified of any subsequent relevant
changes to the netification designation by the national authority responsible for notified
bodies. The procedures described in Article 32{2}-te(6} and in Article 33 shall apply to
changes where they entail an extension of the scope of the notification. In all other cases, the
Commission shall immediately publish the amended notification in the electronic notification
tool referred to in Article 33(10).

Where a notified body decides to cease its conformity assessment activities it shall inform
the national authority responsible for notified bodies and the manufacturers concerned as
soon as possible and in case of a planned cessation one year before ceasing its activities.
The certificates may remain valid for a temporary period of nine months after cessation of
activities on condition that another notified body has confirmed in writing that it will
assume responsibilities for these products. The new notified body shall complete a full
assessment of the devices affected by the end of that time period before issuing new

certificates for those devices.

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

withdraw the notification.

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

notification.
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3. Inthe event of restriction, suspension or withdrawal of a notification, the Member State shall

take appropriate steps to ensure that the files of the notified body concerned are either

processed-by-anothernetified-body-or kept available for the national authorities responsible

for notified bodies and national authorities responsible for market surveillance at their

request.

4.  The national authority responsible for notified bodies shall:

aSSEesS W

impact on the certificates issued by the notified body where there is a change to the
notification; and;

submit a report on its findings to the Commission and the other Member States within
three months after having notified the changes to the notification;-shal-submita-report
require the notified body to suspend or withdraw, within a reasonable period of time

determined by the authority, any certificates which were unduly issued Where

necessary to ensure the safety of devices on the market;-that-autherity-shall-instruct-the

ala aYalaYaYa a) aYalalalWa A NO A A alla a\ alakala avla aYa Wa Ma -aatarmineaad n
v vAv v -, C A v a'A' A v OO0 -, waAw Ci y

enter into the electronic system mentioned in Article 45 paragraph 4 all certificates

for which it has required suspension or withdrawal;

inform the competent authority for medical devices of the Member State where the
manufacturer or his authorised representative has his registered place of business
through the electronic system referred to in Article 27 of the certificates for which it
has required suspension or withdrawal. The competent authority responsible for the
manufacturer of the device or his authorised representative shall take the appropriate
measures, where necessary to avoid a potential risk to the health or safety of patients,

users or others.
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5.  Fhe With the exception of certificates,-etherthanthese unduly issued, which-were-issued-by
the-notified-body-for-which-the-netification and where a designation has been suspended; or

restricted, erwithdrawn the certificates shall remain valid in the following circumstances:

(@)

or

(b)

in-the-case-of suspension-of-a-netification—on-condition-that; the national authority
responsible for notified bodies has confirmed, within one month of the suspension or
restriction, that there is no safety issue for certificates affected by the suspension or
restriction;

and

the national authority responsible for notified bodies has outlined a timeline and

actions anticipated to remedy the suspension or restriction;

the national authority responsible for notified bodies has confirmed that no
certificates relevant to the suspension will be issued, amended or re-issued during the
course of the suspension/restriction 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 case the national authority
responsible for notified bodies determines that the notified body does not have the

capability to support existing certificates issued, the manufacturer shall provide to the

competent authority for devices within three months of the suspension or restriction;

bedy-confirm-n-writing the written confirmation that another qualified notified body
# is temporarily assuming the functions of the notified body to monitor and remain

responsible for the certificates during the period of suspension; or restriction.

9769/15
ANNEX

LES/ns 86
DGB 3B EN

www.parlament.gv.at


http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&ityp=EU&inr=68792&code1=RAT&code2=&gruppen=Link:9769/15;Nr:9769;Year:15&comp=9769%7C2015%7C

5a.

With the exception of certificates unduly issued, and where a notification has been
withdrawn, the certificates shall remain valid for a period of nine months in the following

circumstances:

after-therestriction-er-withdrawal—he Where the competent authority for medical

devices of the Member State in which the manufacturer or the authorised

representative of the device covered by the certificate is established has confirmed that
there is no safety issue 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, ther

then the national competent authority of the member state where the manufacturer or

authorised representative is established may extend the provisional validity of the

certificates for further periods of three months, which altogether may not exceed twelve

Article 37
Challenge to the competence of notified bodies
The Commission, in conjunction with the MDCG, shall investigate all cases where concerns
have been brought to its attention regarding the continued fulfilment by a notified body, or of
one or more of its subsidiaries or subcontractors, of the requirements set out in Annex VI or
the obligations to which it is subject. It shall ensure that the concerned national authority

responsible for notified bodies is informed and is given opportunity to investigate these

concerns - may also commence such investigations on s own initiative.

The notifying Member State shall provide the Commission, on request, with all information

regarding the notification of the notified body concerned.
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