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1.%" This Regulation establishes lays down rules to-be-complied-with by-invitro-diagnestic

ANNEX
Chapter I**

Scope and definitions

Article 1
Scope

concerning the placing on the market, making available on the market or putting into

service of in vitro diagnostic medical devices and accessories to in vitro diagnostic medical

devices for human use ** in the Union in-vitro-diagnostic medical deviees-and aceessories
to-invitro-diagnostic medical- devices for- haman-ase. This regulation also establishes rules

to be complied with by sponsors who take the responsibility for clinical performance

studies.

For the purposes of this Regulation, in vitro diagnostic medical devices and accessories to in

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

2. This Regulation shall not apply to:

(a) products for general laboratory use, unless such products, in view of their
characteristics, are specifically *** intended by their manufacturer to be used for in vitro
diagnostic examination;

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

(c) hishermetrological-order internationally certified reference materials.

30 The text in this chapter is based on DS 1516/14, it has been updated by IT Pcy following the

meeting of the Working Party on 11 and 12 November 2014.

31 Following MD Proposal

362 AT add “and performance evaluation devices” . IE support

33 NL replace “specifically” with “exclusively”
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5
3.36

(d) materials used for external quality assessment schemes

(e) research-use only products.364

Any device which, when placed on the market or used in accordance with the manufacturer's
instructions, incorporates as an integral part a medical device as defined in Article 2 of
Regulation (EU) [Ref. of future Regulation on medical devices] on medical devices without
being an in vitro diagnostic medical device, shall be governed by this that Regulation,

atton. The relevantgeneral
safety-and performanee-requirements set-eutin-Annext of this Regulation (E{Ref—of

future Regulation-on-medical devieestshall apply as far as the safety and performance of to
the medieal-deviee part that is aet-an in vitro diagnostic medical device are-concerned. > 3¢/

364
365

366

367

UK delete ¢) AT support e) IE insert definition of “research use only”

Following MD Proposal - BE suggestion circulated during the WP meeting on 11-12
September 2014 (WD MDEV-57)

UK Add "Where the conformity assessment of any part of such a combination product would
require the involvement of a notified body, that notified body shall be competent to assess
both the part that is an in vitro diagnostic medical device and the part that is a medical device
that is not an in vitro diagnostic medical device." AT support

DS 1866/12 BE With regard to the medical devices which incorporate as an integral part an in
vitro diagnostic medical device it is advisable that, in order to reinforce the safety of these
devices, both legislations should fully apply to the combination products which are described
under Article 1 point 3 of both the Proposals for a Regulation on medical devices and for a
Regulation on in vitro diagnostic medical devices.

In order also to avoid lengthy discussions on the principal intended purpose of the
combination product which is either that of an in vitro diagnostic medical device or of a
medical device, and taking into account that in vitro diagnostic medical devices are, in first
instance medical devices, the pragmatic approach should be taken to qualify these integrally
combined devices as ‘medical devices’.

With regard to the applicable legislation, a modular approach would provide highest
guarantee for safety and performance, where each component or part of the combination
product is qualified in accordance with its intended purpose and characteristics, and
accordingly subject to the relevant Regulation, including the conformity assessment. The
different modules of the combination product would be subject to either the Regulation on
medical devices or the Regulation on in vitro diagnostic medical devices, depending on their
qualification. IE, ES, AT support

17097/14 ADD 2 LES/tal 3
ANNEX DGB 3B LIMITE EN



6a.

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

2004/108/EC and within the meaning of Article 3 of Directive 2006/42/EC.

This Regulation shall not affect the application of Council Directive 9629/ Euratom;ner-of
Couneil- Direetive-97/43 2013/59/Euratom.>®®

This Regulation shall not affect national laws—whichrequire legislation with requirements
concerning the organisation, delivery or financing of health services and medical care,
such as that inter alia, the requirement that only certain health professionals or health care

institutions may dispense or apply certain devices ** may only be supplied on a medical

prescription or that their application must be accompanied by specific professional

counselling.370

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
1

media.”’

368
369

370
371
372

Correction, following a suggestion in DS 1416/14 AT

DS 1367/13 BE suggests to replace this paragraph with: "This Regulation shall not affect
national laws whiehreqwire concerning the organisation and delivery of health services and
medical care, such as the requirement that certain medical devices may only be supplied on
medical prescription or the requirement that only certain health professionals may dispense
certain medical devices." FR, AT support.

Suggestion from DS 1416/14 AT.

SE suggestion during the WP meeting on 11-12 September 2014 (WD MDEV-57).

Pcy proposal based on oral advice from the Council Legal Service in the Working Party.
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Article 2

Definitions

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, reasent.””

material or other article, 37 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,

— control or support of conception,

. / . -346]. inf . ilisati £ £t ] ti 1 1 |

373

374

375
376

ES Change to: "...software, implant, reagent, and other products for in vitro use, material or
other article, intended by the manufacturer...". AT, PT support; BE opposed: "the addition of
"other products for in vitro use” would enlarge the scope of the Medical Device Regulation.
As an example, as there is no exclusion of products for general laboratory use, instruments or
apparatus used in the analysis of biopsies may be brought into the scope of a medical device.
Examples may include instruments intended to be used for paraffin processing of tissue,
microtomes, automatic staining instruments, microscopes...”.

DS 1867/12 AT add “including reagents, reagent products, calibrators, control materials,
kits or systems for in vitro use, and other products”

DS 1867/12 AT add “or pathological”

ES Add: "cleaning, disinfection or sterilisation ...".
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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 intended
function by such means.

Products specifically intended for the cleaning, disinfection or sterilisation of medical

devices shall be considered medical devices.
380

377
378

379

380

381

382

Following MD proposal
DS 1867/12 AT add “provision of information concerning a physiological or pathological
process or state, a congenital abnormality, the predisposition to a medical condition or a
disease, or to determine the safety and compatibility with potential recipients, to predict
treatment response or reactions or to define or monitor therapeutic measures by means of in
vitro examination of specimens derived from the human body, including blood and tissue
donations”
ES Replace this indent by
"—  providing information by means of in vitro examination of specimens derived from the
human body, including blood and tissue donations,". AT support
DS 1861/12 PL add “Agents for transport, nutrition and storage of organs, tissues and cells
intended for transplantation shall be considered medical devices, regardless of principal
mode of action of the product.”
DS 1401/14 FR add “Equipment intended to be used by health professionals and specifically
designed to prepare a medical device or a therapeutic product for the care of the patients,
with the exception of those used in a pharmacy to prepare a medicinal product, shall be
considered medical devices.”
UK, PL, NL, ES, LT, IE, SK, CION deleting the subparagraph; FR suggest to change the
text; PT support.
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(2) 'invitro diagnostic medical device’ means any medical device which is a reagent, reagent
product, calibrator, control material, kit, instrument, apparatus, equipment, software or
system, whether used alone or in combination, intended by the manufacturer to be used in
vitro for the examination of specimens, including blood and tissue donations, derived from
the human body, solely or principally for the purpose of providing information:

— concerning a physiological or pathological process or state;

— concerning a congenital abnormality;

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

— to determine the safety and compatibility with potential recipients;

— to predict treatment response or reactions;

— to define or’** monitor therapeutic measures.

Specimen receptacles are considered to be in vitro diagnostic medical devices. For the
purposes of this Regulation, ‘specimen receptacle’ means devices, whether vacuum-type or
not, specifically intended by their manufacturers for the primary containment and preservation

of specimens derived from the human body for the purpose of in vitro diagnostic examination.

3 Deletion following the addition of the new paragraph la in Article 1.

3% BE delete "define or".
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(3) 'accessory to an in vitro diagnostic medical device' means an article which, whilst not being
an in vitro diagnostic medical device, is intended speeifiealty **5 ¥ by its manufacturer to be
used together with one or several particular in vitro diagnostic medical device(s) to

387 388

specifically enable er-assist > the in vitro diagnostic medical device(s) to be used in

accordance with its/their intended purpose(s);

(4) 'device for self-testing' means any device intended by the manufacturer to be used by lay

persons;

(5) 'device for near-patient testing' means any device that is not intended for self-testing but is
intended to perform testing outside a laboratory environment, generally near to, or at the side

of, the patient;

(6) 'companion diagnostic' means a device specifically intended to select patients with a

previously diagnosed condition or predisposition as eligible for a targeted therapy; '

(7) '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;

35 Following the meeting on 11-12 September, Pey proposes to delete the word "specifically",

which was added in document 12538/14.
386 ES add "specifically".
37 Following the meeting on 11-12 September, Pey proposes to reinstate the word "specifically"
from the Cion proposal, which was deleted in document 12538/14.
ES delete "specifically".
FR delete “assist” in order to avoid inclusion of laboratory generic use devices. AT, SE, BE
support
30 AT, FR, NL, UK, BE delete (3a)
¥ FR, AT, Cion adopt FDA definition UK adopt Parliament amendment

388
389
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(8)**'single-use device' means a device that is intended to be used en-anindividual patient during a

single procedure;

(8a)

(8b)

(8¢)

€)

(10)

(In

. 393

'kit' means a set of components that are packaged 394together and intended to be used to

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

‘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

395
procedure;

‘system’ means a combination of products, either packaged together or not, which are

. . . . . . 9
intended to be inter-connected or combined to achieve a specific medical purpose;3 6

'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;

'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™’;

"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;

392
393

394
395
396
397

NL delete (8)

CZ, DE, LT, PT delete “The single procedure may involve several uses or prolonged use on
the same patient”.

NL replace “packaged” with “intended to be used”

This is definition (13f) from document 12538/14. No changes have been done.

This is definition (13g) from document 12538/14. No changes have been done.

ES replace the end of the definition by: "... or on the sales packaging;".
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(12) '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;

(12a) ‘performance’ means any-technical-characteristics;-any-effeets-and-any-benefit-of the

the ability of a medical device to achieve its intended purpose as claimed by the

manu[actuher;‘"98

(12b) ‘safety’ means rease

ohah
OO0

freedomfrom-inaceeptablerisk the absence of unacceptable elinical>’visks, when using

. . . . 400
the device according to the manufacturer’s instructions for use;

(12¢) ‘benefit’ means the positive effect on health, evaluated upon valid scientific clinical
evidence, obtained using a medical device for the intended purpose and in accordance with

. . 401
the instructions of use;

(12d) ‘risk’ means the combination of the probability of occurrence of harm and the severity of

that harm;‘“)2

3 This definition replaces definition (13a) in document 12538/14. Changes to that definition are

indicated. As now proposed, the definition is taken from GHTF/SC/N4:2012, Edition 2. Cion
suggested alignment with GHTF definition.
399 ES, PT, CION deleting “clinical”
4 This definition replaces definition (13b) in document 12538/14. Changes to that definition are
indicated. As now proposed, the definition is taken from GHTF/SC/N4:2012, Edition 2. Cion
suggested alignment with GHTF definition.
This is definition (13¢) from document 12538/14. No changes have been done.
This is definition (13d) from document 12538/14. No changes have been done. This definition
is from GHTF/SC/N4:2012, Edition 2. Cion suggested alignment with GHTF definition.

401
402
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(12e) ‘benefit-risk determination’ means the integration of all assessments of benefit and risk of

possible relevance for the use of the medical device for the intended purpose, when used in

accordance with the instructions of use”;

1,403 404 405

403

This is definition (13¢e) from document 12538/14. No changes have been done.

4 DS 1367/13 BE add the following definitions:
"(13a) ‘performance’ means any technical characteristics, any effects and any benefit of the

(13b)

(13c)

(13d)

(13e)
(13f)

(13g)

device when used for the intended purpose and in accordance with the instructions of
use.

‘safety’ means the avoidance of risk (or harm) caused by the device or associated
with its use.

‘benefit’ means the device’s positive impact on health based on clinical data,
referred to as clinical efficacy when based on clinical investigations and as clinical
effectiveness when based on clinical experience after placing on the market. Benefit
can also mean a positive impact on patient management or public health, for
example for diagnostics.

‘risk’ (or harm) means the device’s negative impact on the overall health based on
clinical investigations, other clinical data and vigilance reports. For diagnostics, the
risk from false-positive or false-negative results should also be considered.
‘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.
‘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.

‘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.".

5 DS 1519/13 IT add the following definitions:

"(13a)

(13b)

‘benefit’ means the positive effect on health, evaluated upon valid scientific clinical
evidence, obtained using a medical device for the intended purpose and in
accordance with the instructions of use

‘safety’ means reasonable assurance, evaluated upon valid scientific clinical
evidence, that a medical device, when used for the intended purpose and in
accordance with the instructions of use, provides positive effect on health
outweighed the probable risks and is freedom from inacceptable risk. Safety also
means avoidance of risk caused by a medical device or its use in users or other
subjects

(13c)  ‘risk’ means the combination of the probability of occurrence of harm and severity of
that harm
(13d)  ‘benefit-risk determination’ means the integration of all assessments of benefit and
risk of possible relevance for the use of the medical device for the intended purpose,
when used in accordance with the instructions of use.".
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Definitions related to the making available of devices:
(13) 'making available on the market' means any supply of a device, other than a device for

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

performance evaluation, on the Union market;

(15) 'putting into service' means the stage at which a device, other than a device for performance

evaluation, 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:

406
407
408
409
410

411

Pcy replace with the 98/79/EC definition.

ES Delete: "or fully refurbishes".

ES Delete: "or fully refurbished".

ES Delete: "or trademark".

DS1189/13 IT add “regardless of whether these operations are carried out by that person
himself or on his behalf by a third party”. This sentence would clarify that a manufacturer can
produce medical devices or in alternative can make their medical devices be produced by a
third party on his behalf.

Following MD proposal
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‘manufacturer’ means the natural or legal person who manufactures or fully

refurbishes*!® a device or has a device desigsned, manufactured or fully

414
d

refurbishe . and markets that device under his name or trademark‘“s,

regardless of whether these operations are carried out by that person himself or on

his behalf by a third partv.ﬂ

For the purposes of the definition of manufacturer, fully refurbishing is defined as
417

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

. . 41
refurbished dev1ce:—8

(17) ‘'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;

412

413
414
415
416

417

418
419

ES Replace the introductory part of this sentence with: "It will also be considered
manufacturer whoever fully refurbishes a device already ...".

ES Delete: "or fully refurbishes".

ES Delete: "or fully refurbished".

ES Delete: "or trademark".

DS1189/13 IT add “regardless of whether these operations are carried out by that person
himself or on his behalf by a third party”. This sentence would clarify that a manufacturer can
produce medical devices or in alternative can make their medical devices be produced by a
third party on his behalf.

ES Replace the introductory part of this sentence with: "It will also be considered
manufacturer whoever fully refurbishes a device already ...".

UK, NL, CION reinstate CION proposal

DS 1189/13 IT add “located outside the European Union”.
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(18) 'importer' means any natural or legal person established within the Union who places a device

from a third country on the Union market;

(19) '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;

(20) 'economic operators' means the manufacturer, the authorised representative, the importer and

the distributor;

(21) 'health institution' means an organisation whose primary***purpose is the care or treatment of

patients or the promotion of public health**";

(22) 'user' means any healthcare professional or lay person who uses a device;

(23) 'lay person' means an individual who does not have formal education in a relevant field of

healthcare or medical discipline;

Definitions related to conformity assessment:
(24) 'conformity assessment' means the process demonstrating whether the requirements of this

Regulation relating to a device have been fulfilled,

420 Following MD proposal - HU Delete “primary”. NL, CION reinstate primary. UK suggests to

include also research; IE, NL support;

21 ES Delete: "or the promotion of public health".
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(24a)

"
ik

cehnical-datal 423 424 425
(]

(25) 'conformity assessment body' means a body that performs third-party conformity assessment

activities including calibration, testing, certification and inspection;

(26) 'notified body' means a conformity assessment body designated in accordance with this

Regulation;

(27) '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 evidence:
(28) 'clinical evidence' means the information that supports*?® the scientific validity and

performance for the use of a device as intended by the manufacturer;

(29) 'scientific validity of an analyte' means the association of an analyte to a clinical condition or

a physiological state;

422 Following MD Proposal

423 DS 1937/13 FR add definition of “state of the art”.

44 DK, DE, AT do not agree with the definition proposed in document 12538/14.
DS 1439/14 BE " ‘state of the art’ ‘the level of knowledge and development achieved in a
technique or method. It is established using accessible and usable data such as standards,
relevant medical, scientific and technical literature of public or private origin, patents and
technical databases.".

45 CION, DK, DE, UK, SE, ES, LT, BE deleting the definition

426 BE Replace "that supports" with "supported by".
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(30) 'performance of a device' means the ability of a device to achieve its intended purpose as
claimed by the manufacturer. It consists of the analytical and, where applicable**’, the clinical

performance supporting the intended purpose of the device;

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

particular analyte;

(32) 'clinical performance' means the ability of a device to yield results that are correlated with a
particular clinical condition or a physiological state in accordance with the target population

and intended user;

(33) 'clinical performance study’ means a study undertaken to establish or confirm the clinical

performance of a device;

(34) 'clinical performance study protocol' means the document(s) setting out the rationale,
objectives, design and proposed analysis, methodology, monitoring, conduct and record-

keeping of the clinical performance study;

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

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

(36) 'device for performance evaluation' means a device intended by the manufacturer to be subject
to one or more performance evaluation studies in laboratories for medical analyses or in other
appropriate environments outside the manufacturer's own premises. Devices intended to be
used for research purposes, without any medical objective, are not regarded as devices for

performance evaluation;

427

n

BE Delete ", where applicable,".
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(37)

(38)

(39)

(40)

(41)

(42)

(43)

(44)

(45)

'interventional clinical performance study' means a clinical performance study where the test

results may influence patient management decisions and/or may be used to guide treatment;

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

marker associated with a particular disease or condition;

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

associated with a particular disease or condition;

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

not have a given condition;

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

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

'negative predictive value' means the ability of a device to separate true negative results from

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

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

physiological state;

'calibrators and control materials' means any substance, material or article intended by the
manufacturer either to establish measurement relationships or to verify the performance

characteristics of a device in conjunction with the intended purpose of that device;

'sponsor' means any individual, company, institution or organisation which takes

responsibility for the initiation and management of a clinical performance study;
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(45a) 'equivalence’ means the ability of two or more devices, with the same intended purpose, to
have similar g’denﬁe&l—mﬂ technical characteristics, and the same clinical and
analytical characteristics when used as intended by their respective manufacturer, to such
an extent that there would be not be a clinically significant difference in the performance

of the devices. 429

(46) '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 performance study, whether or not related to the device for

performance evaluation;

(47) '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:
(1) life-threatening illness or injury,
(1)) 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.

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

inadequacy in the information supplied by the manufacturer;

48 NL, ES, CION not agree with “identical”; PT suggests to consider similar technical

characteristics and the same biological and clinical characteristics, following MEDDEV
429 BE delete (45a)
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Definitions related to vigilance and market surveillance:

(48a) ‘Post Market Surveillance’ means all activities carried out by the manufacturers and 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

430

available™" or put into service for the purpose of identifying any need to immediately apply

any necessary e€erreetions, corrective or preventive actions. a1
(49) 'recall' means any measure aimed at achieving the return of a device that has already been

made available to the end user;

(50) 'withdrawal' means any measure aimed at preventing a device in the supply chain from further

being made available on the market;

51) ‘'incident' means any malfunction or deterioration in the characteristics or performance of a
y p
device made available on the market including use-error, , any inadequacy in the information

supplied by the manufacturer and any unexpected undesirable effect;

(52) '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;
433

0 Following MD proposal - DK add “made available”.

B DS 1870/12 SE, AT, NL add definition of “post market surveillance”.
¥ UK Add
"... person's state of health, 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,".

SE support

B3 UKAdd "-  foetal distress, foetal death or a congenital abnormality or birth defect;".
SE support
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(52a)** 'serious public health threat' means any event type which results in imminent risk of

death, serious injury deterioration in state of health, or serious illness that may requires

, . 435 436
prompt remedial action;

(53) 'corrective action' means action taken to eliminate the cause of a potential or real non-

conformity or other undesirable situation

114 437-

b

(54) '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;

(55) 'field safety notice' means the communication sent by the manufacturer to users or customers

in relation to a field safety corrective action;

(56) 'market surveillance' means the activities carried out and measures taken by public authorities
to check and ensure that preduets 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;

“4 " Definition from GHTF/SC/N4/2012 Edition 2

5 DS 2046/13 DE add “’serious public health threat' means any event which results in imminent
risk of death, serious deterioration in state of health, or serious illness that requires prompt
remedial action.”

PT adding the second paragraph of the definition of 'serious public health threat’ given in
the MEDDEV 2.12-1, rev. 8

DS 2046/13 DE add “reduce or prevent the recurrence of safety related risk; this includes
product design modifications as well as modifications concerning the production process or

technique”
438 6804/14 DE add “check and to ensure that preduets devices”.

436

437
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Definitions related to standards and other technical specifications:

(57) ‘harmonised standard’ means a European standard as defined in Article 2(1)(c) of Regulation

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

(58) 'common teehnteal 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.

49 6804/14 DE add “ ‘vigilance’ means activities carried out by public authorities to

systematically collect information on risks of devices available on the EU market, to assess
this information and the underlying risks and measures taken to ensure that devices do not
endanger health, safety or any other aspect of public health”

Presidency comment: Following the results of questionnaire (DS 1350/14) Presidency
proposes to delete the definition of "vigilance". 24/28 Member States replied to the
questionnaire. The majority of Member States (14/28) does not agree with the proposed
definition of “vigilance”, only 4 Member States support the proposed definition and 2
Member States are neutral. Among the 12 Member States that do not agree with the
definition, six (EE, IE, ES, FR, PT, UK) do not consider necessary to define vigilance’s
activities. 7 Member States believe that the definition should include also responsibilities and
tasks of manufacturers and other economic operators.
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1a.

Article 3

Regulatory status of products**®
The Without prejudice to Article 2(2) of Directive 2001/83, “ata duly substantiated
request of a Member State,*** the Commission may shall’”’ | atthe request-of a Member State
or-on-its-own-initiative and following-eonsultation with the MDCG and-interested
parties,***by means of implementing acts, determine whether or not a specific product, or
category or group of products, falls within the definitions of an in vitro diagnostic medical
devices or of an accessory to an in vitro diagnostic medical device. Those implementing acts

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

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, through
MDCG,*® referred to in Article 77(d), in the fields of in vitro diagnostic medical devices,
medical devices, medicinal products, human tissues and cells, cosmetics, biocides, food and,
if necessary, other products in order to determine the appropriate regulatory status of a

product, or category or group of products.

440
441
442
443
444

445

Following MD Proposal Definition from GHTF/SC/N4/2012 Edition 2.

Following MD Proposal - Presidency proposal in response to issue raised by BE and DK.
DE not agree on the wording “at a duly substantiated request”; AT support

FR Replace: "may" with "shall". UK Against. DE, AT add a deadline for acting.

UK Replace: "on its own initiative" by "and following consultation with the MDCG and
interested parties".

ES, DK, SE, CION deleting “through MDCG referred to in Article 80(d)”
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Chapter I1*
Making available of devices, obligations of economic operators, CE

marking, free movement

Article 4

Placing on the market and putting into service

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

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

3. Demonstration of conformity with the general safety and performance requirements shall be
based-oninclude a **! clinical evidenceperformance evaluation *** in accordance with
Article 47 .4

4.  Devices that are manufactured and used within a single health institution shall be considered

as being put into service.

446 The text in this chapter is from DS 1536/14.

“7 " DS 1041/14 UK IE Replace “be based on” by “include”

48 DS 1041/14 UK IE Replace “clinical evidence” by “performance evaluation”

% See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1
10) Does your Delegation consider that a performance evaluation report in accordance with
Annex XII should be established and kept up to date for class C and D IVDs (DS 1077/14)?

Y DS 1077/14 BE Add “and Annex XII”.
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With the exception of Article 59(4) and the relevant general safety and performance

requirements set out in Annex I,*>' the requirements of this Regulation shall not apply to

devices elassifted-as-elass-A;B-and-C-inaccordance-with-the rules-setoutin-Annex Vi

and-"* manufactured and used only within a single health institution, provided that the

following conditions are met: > 44

(a) manufacture and use of the device **° occur **° selely only within the premises of that
health institution underthe health-institution's—a" -single-quality management
system, ‘5

(b) *¥ the laboratory of the ***health institution is compliant with **' *“aecredited-to **
464 465

standard EN ISO 15189 or any other equivalent recognised standard provision.

451

452

453
454

455
456

457

458

459

460

461
462

463
464

465

DS 01041/14 BE UK IE DS 1484/13 DE Add “and the relevant general safety and

performance requirements set out in Annex [,”

DS 1041/14 BE/UK/IE Delete “classified as class A, B and C, in accordance with the rules

set out in Annex VII, and”

DS 1041/14 BE/UK/IE Add “ the following conditions are met:” DS 1041/14 BE/UK

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on

Chapter 11

6) Does your delegation consider necessary to define more detailed conditions/provisions for
“in house” IVDs in the IVD Regulation (DS 1077/14, DS 1059/14)?

DS 1041/14 BE/UK/IE Add “of the device”

DS 1484/13 DE Replace “solely under the health institution's single quality management

system, and the health institution is compliant with standard EN ISO 15189 or any other

equivalent recognised standard.” by “only within the facilities of the health institution.”

DS 1041/14 BE/UKI/IE Replace “the health institution's” by “a”

DS 1059/14 DE-UK Replace “under the health institution's single quality management

system, and ““ by “only within the premises of that health institution”

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on

Chapter 11

7) Does your Delegation consider that the laboratory of the health institution should be

compliant with EN ISO 15189 (DS 1077/14, DS 1059/14)?

DS 1059/14 DE-UK “(b) the laboratory of the health institution is compliant with standard

EN ISO 15189 or any other equivalent recognised national provision, standard™

DS 1041/14 BE Replace “compliant with “ by “accredited to”

DS 1041/14 UK Replace “the health institution is compliant with” by ” manufacture and use

of the device occur in a laboratory compliant with” DS 1041/14 UK

DS 1041/14 UK Replace “accredited to” by “compliant with”

DS 1041/14 BE Add “, and devices classified as class C and D are within the scope of this

accreditation”

DS 1041/14 BE /UK/IE Delete “Member States may require that the health institutions

submit to the competent authority”
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(c) the health institution ascertains at the time the first device is manufactured that

the recipient patient or patient group’s specific needs cannot be met by a device

. 466 467 468 469
available on the market,_

470 471
use-

(d)472 the health institution draws up a declaration, that it shall make publicly available

on request, 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 I of this Regulation and, where applicable,

information on which requirements are not fully met with reasoned

justification,

466

467

468

469

470

471

472

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1

8) Does your Delegation agree that the manufacture and use of in house IVDs should be
allowed only if a device that meets patient needs is not available on the market (DS 1077/14)?
DS 1041/14 IE Add “(c) the recipient patient or patient group’s specific needs cannot be met
by a device available on the market,”

DS 1077/14 BE Add :”(c) the health institution ascertains at the time the first device is
manufactured that the recipient patient or patient group’s specific needs cannot be met by a
device available on the market;”

DS 1059/14 DE-UK Add : “(c) the health institution give due consideration to the use of
equivalent devices available on the market”

DS 01041/14 BE/UK/IE Add “(d) the health institution provides information on the use of
such devices to their competent authority, which shall include a justification of their
manufacturing, modification or use.

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter 11

9) Does your delegation believe that health institution should draw up a statement including
details necessary to identify the manufacturing health institution, details to identify the device
and a declaration concerning the compliance of the device with safety and performance
requirements (DS 1059/14)?

DS 1059/14 DE-UK Add: “ d) the health institution draws up a declaration ....”
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(e) the health institution compiles a documentation allowing an understanding of the

production facility, the production process, the design and performance data of the

devices, including the intended performance, for enabling the competent authority

to assess that the general safety and performance requirements set out in Annex I

of this Regulation are met

(f) the health institution takes all necessary measures to ensure that all devices are

produced in accordance with this documentation, and

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

and takes all necessary corrective actions.

43 See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1
11) Does your Delegation consider that the health institution should review experience gained
from clinical use of the device and take all necessary corrective actions (DS 1059/14)?
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Member States may require that the health institutions submit to the competent

authority *'* Member-States-shallmake publically-available *"*a list of all any

476

relevant information about such devices which have been manufactured and used

on their territory 71 Member States shall retain the right to restrict the manufacture
and use of any specific type of such devices in relation to aspects that are not covered
by this Regulation *"® and may make the manufacture and use of the devices concerned

subject to further safety requirements and shall be permitted access to inspect the
479 480

activities of the health institutions.

474
475
476
477

478

479

480

Following MD proposal.

DS 1041/14 1IE Add “Member States shall make publically available”

DS 1041/14 1E Add “all”

DS 1041/14 UK Delete “Member States shall make publically available a list of all such
devices which have been manufactured and used on their territory”

DS 1041/14 UK IE Add “Member States shall retain the right to restrict the manufacture and
use of any specific type of such devices in relation to aspects that are not covered by this
Regulation”

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter 11

12) Does your Delegation consider that Member States should regularly inspect the health
institutions established on their territory manufacturing and using in house IVDs

(DS 1077/14)?

See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter 11

13) Does your Delegation agree with a provision only empowering the Competent Authority
to access the health institution facilities to inspect the manufacturing and using of “in house”
IVDs (DS 1059/14)?
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482

These provisions do not apply " to devices which are manufactured on an industrial

483 1. Ly . e .
scale and " which are used within the framework of a commercial diagnostic

SerVice.484 485 486

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

including the information supplied by the manufacturer:487 488 489

“1» DS 1041/14 IE Delete “Devices classified as class D in accordance with the rules set out in
Annex VII, even if manufactured and used within a single health institution, shall comply with the
requirements of this Regulation. However, the provisions regarding CE marking set out in Article
16 and the obligations referred to in Articles 21 to 25 shall not apply to those devices.

2 DS 1682/13 BE Replace “These provisions do not apply” by "This exemption does not apply".

“3 DS 1041/14 IE Add “as part of a for profit commercial activity or”

%4 DS 1041/14 UK IE Add “These provisions do not apply to devices which are manufactured on

an industrial scale and which are used within the framework of a commercial diagnostic service.”

85 DS 1041/14 IE Add “Member States shall be permitted access to inspect the activities of health

institutions manufacturing medical devices to ensure their compliance with this Article. In addition,

health institutions manufacturing medical devices referred to in this Article shall submit an annual
report relating to the manufacture, performance and safety of the device to the Competent Authority
in the Member State in which they are based.”

% DS 1484/13 DE Add “These provisions do not apply to in vitro diagnostic medical devices
which are manufactured on an industrial scale and which are used within the frame of a
broad-based commercial diagnostic service.”

“7 DS 1041/14 IE Delete “The Commission shall be empowered to adopt delegated acts in

accordance with Article 85, amending or supplementing, in the light of technical progress and

considering the intended users or patients, the general safety and performance requirements set out
in Annex I, including the information supplied by the manufacturer.”

“S DS 1484/13 DE

¥ Following MD proposal
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¥ See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1
14) Does your delegation agree that a specific article on “Genetic information, counselling
and informed consent” should be included in the IVDR?

®1 AT proposal DS 1540/13

¥ See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1
15) Does your Delegation agree that basic general principles connected to ethics and patients’
information should be fixed in the IVDR?
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43 See WD MDEV-61 Summary of the replies to the Presidency questionnaire (DS 1352/14) on
Chapter I1
16) Does your Delegation agree with a provision to prohibit direct-to-patient making available on
the market of genetic self-test device?
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Article5
Distance sales
1. A device offered by means of information society services as defined in Article 1(2) of
Directive 98/34/EC to a natural or legal person established in the Union shall comply with

this Regulation atthelatest™> 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.

4983. Inf . iet . tefi Lin-Axtiel ]ng £ Di . 98/34/EC-offeri

a-copy-ofthe EU declaration of conformity. 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.

4994, A Member State on orounds of protection of public health, may require from the

natural or legal person providing information society services as defined in Article 1(2)

of Directive 98/34/EC to cease its activity.

“4 DS 1710/1/13: 5 MS consider that the provisions on distance sales of medical devices should be more
detailed; 10 not agree; HR DE ES CY MT NL PL FI SE UK consider sufficient the provisions on
distance sales proposed by Cion; IE FR IT SI not agree

5 DS 1710/1/13 FR suggest deleting “at the latest”

¥ HU adding “made available”

“7 DS 1682/13 BE adding “whether in return for payment or free of charge”

“% DE, DK, UK, NL Cion not support the wording of paragraph 3; Pcy reinstate paragraph 5 clearer than 3

“ DE, UK, NL not agree on paragraph 4
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Article 6

Harmonised standards
1.  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.

2. 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, ehnieal

performance studies, clinical evidence or post-market performance follow-up.

3. 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, the references of which have been published in the Official Journal of

the European Union. 500

500
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Article 7
Common technieal-specifications
1. Where no harmonized standards exist or where relevant harmonised standards are not

sufficient, the Commission, after having consulted the MDCG and-the MBAC>"!, shall

be empowered to adopt common teehnieal®™ specifications (EESCS) in respect of the
general safety and performance requirements set out in Annex I, the technical

documentation set out in Annex Il-er, the elinieal-evidenece performance evaluation and

post-market performance clinical follow-up set out in Annex XII or the requirements
regarding elinical-investisations performance studies set out in Annex XIII °*. The

EFSCS shall be adopted by means of implementing acts in accordance with the examination

procedure referred to in Article 84(3).

2. Devices which are in conformity with the EFSCS referred to in paragraph 1 shall be
presumed to be in conformity with the requirements of this Regulation covered by those

EFSCS or parts thereof.

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

thereto.

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.

9114090/1/13 ft 10 NL/DE: the role of the MDCG in their elaboration should be highlighted.
3214090/1/13 ft 9 IT/NL: scrutiny reservations. Cion: this requires careful consideration since the
term is used across sectors.

393 Following the reviewed version of Annex XII e XIII
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2. 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 11.

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

documentation set out in Annex I1.3%

3. Where compliance-of a device with the applicable requirements has been demonstrated
following the applicable conformity assessment procedure, manufacturers of devices, other
than devices for performance evaluation, shall draw up an EU declaration of conformity in
accordance with Article 15, and affix the CE marking of conformity in accordance with

Article 16.

3a. Manufacturers shall ensure compliance with the provisions of this Regulation

throughout the entire lifetime of the devices he has made available on the market or

put into service.

5. Manufacturers shall keep 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 43, available to the competent authorities for a period of at
least five ten five years™ after the last device covered by the declaration of conformity has

been placed on the market.

3 BG implementing acts instead delegated acts

514090/1/13 ft 13 Instead of 5 years, NL suggested: ‘the minimal life expectancy of the device after the
last device covered by the declaration of conformity has been placed on the market’. Cion and other
delegations considered that this wording would be source of legal uncertainty. However, if considered too
short, the period of 5 years could be reviewed. 5 years after the last device seems to be reasonable.
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mantfacturershall- previde;-Upon request by a competent authority, the manufacturer

shall provide the full technical documentation and/>**or a summary technical

documentation (STED) *"7 3% 5% and srant aceess-to-the-full-technical documentation-upon
request:).

Manufacturer with registered place of business outside the Union, to allow the

authorised representative to fulfil the tasks mentioned in Article 9, paragraph 3 shall
ensure that the authorised representative has aefmaﬂenﬂy—a%ﬂable—ands 10 rapid

access to the necessary documentation.

6.  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 EFSCS by reference to which conformity of a product

is declared shall be adequately taken into account.-Proportionate to the risk class and the type of

device, manufacturers Manufaeturers of devices, other than devices for performance evaluation ,
shall institute establish, document, implement, maintain and keep-up-to-date continually
improve a quality management system_and-a-quality managementsystem that shall-addressat

least-minimizes the possibility of non-conformance to the provisions of this regulation in the

following aspeets—most effective manner.’"!

% Cion deleting “and/”

*7 DS 1710/1/13 Should the content of a summary of technical documentation be specified in the
legislation? DS 1710/1/13 DK DE IE ES FR MT PL PT SI FI SE UK (12) consider that it is not necessary
specify the content of a STED; HR CY IT NL (4) consider the content of a STED has to be specified in the
legislation

3%814090/1/13 ft 14 PT/AT/IT - DS 1075/14 LT: adding "including the elements set out in Annex II",
39.14090/1/13 ft 15 UK/NL/FR: scrutiny reservations.

31" DE not agree with the wording “permanently available and rapid access™; just one is necessary

31 DS 1710/1/13 Do you agree that requirements on the quality management system as set out in Article 8(5)
are sufficient? HR CY IT SI FI UK agree that requirements on the QMS are sufficient; BE DK DE IE ES FR
PL PT SE not agree. DS 1009/14 text added based on German delegation proposal
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512

31214090/1/13 ft 17 PT\BE\ES\UK good prefer not to mention the list of aspects to be taken into account,
anyway referred in EN ISO 13485. BE suggested: "(...), shall establish, document, implement, maintain and
continually improve the effectiveness of a quality management system (...)". Cion: could be considered. Pcy
considered that details shall be included in the standard (EN ISO 13485) and not in the Regulation
1314090/1/13 ft 18 IE/AT/NL/RO: adding: "(d) clinical evaluation; (e) complaint handling, vigilance
investigation and reporting, (f) post-market surveillance and updates to risk management and clinical
evaluation documentation; (g) management of corrective and preventative actions and verification of
effectiveness." Cion: changes could be considered.

31414090/1/13 ft 19 PL adding: "(e) documents and records control."

31514090/1/13 ft 20 DK/AT: "(e) processes for the continuous updating of the technical documentation."

*1° DS 1009/14 DE

317.14090/1/13 ft 21 DK: adding "including the clinical evaluation and the risk analysis
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7. propertionate-to-the risk elass-and the type-of device manufacturers™  -Manufacturers
of devices shall institate implement and keep up to date a-the systematic procedure-to

surveianee-plan” post-market surveillance plan referred to in Chapter VII, section 0,
article 60b. The post-market surveillance plan shall set out the process for collecting,

*18.14090/1/13 ft 22 DK: adding: "including clinical vigilance and the risk analysis".

1% AT adding translation procedure

2 DE it could be better a reference to chapter VII

31 UK reinstate the first sentence of the paragraph

32214090/1/13 ft 23 This paragraph should be examined at a later stage and harmonized with provision of the
chapter VII .
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8. Manufacturers shall ensure that the device is accompanied by the information to be supplied
in accordance with Section 17 of Annex I in an official Union language which can be easily
understood by the intended user erpatient. 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. The particulars on the label shall be easily legible, clearly

comprehensible and indelible’%,

For devices for self-testing or near-patient-testing, the information supplied in accordance
with Section 17 of Annex I shall be provided in the language(s) of the Member State where

the device reaches its intended user.

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

costs of removal, repair or replacement of products deriving from these situations.

323 DS 1710/1/13 Special provisions on marking

Is it necessary to include a sentence like "This is a medical device" on the label and instructions for use of
medical devices? 10 Agree - 4 Not agree

32414090/1/13 ft 25 BE: adding "the competent authorities".

32514090/1/13 ft 26 HU: adding "and the importers".

526 14090/1/13 ft 27 FR/PT/AT/SE/IE/CY/IT: adding "Where the device presents a risk, they shall
immediately inform the competent authorities of the Member States in which they made the device available
and, if applicable, the notified body that issued a certificate in accordance with Article 45 for the device in
question and the importer, giving details, in particular, of the non-compliance and of any corrective action
taken.". DE/ES/Cion: it could be a repetition of the provisions already existing in other chapters (e.g. 61 and
62)

17097/14 ADD 2 LES/tal 39
ANNEX DGB 3B LIMITE EN



10. Manufacturers shall, inrespenseto-areasened upon 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 easily understood by

that authority™’. They The competent authority may make a request that the

manufacturer provide free samples of the device free of charge > or, where

impracticable, grant access to the device. Manufacturers shall cooperate with that

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™? 3.

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

is incomplete or incorrect, the competent authority may suspend the ineriminated

involved device until its demonstration of conformity to the essential requirements5 3

11.  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 23. 332

*27.14090/1/13 ft 28 IT/DE/PL: scrutiny reservations; "in an (any) official Union language which can be
easily understood by that authority" seems excessive.

2 DE, FR manufacturers shall keep available samples of the device free of charge

32%.14090/1/13 ft 29 BE/PL/UK/AT: adding “If the manufacturer fails to cooperate or if the information and
documentation provided is incomplete or incorrect, the competent authority may suspend the incriminated
device until its demonstration of conformity to the essential requirements.”

39 14090/1/13 ft 30 PT: adding: "In case of bankruptcy, the manufacturer shall provide all the technical
documentation of the devices for which he is responsible and all the marketing and PMS registries to the
competent authority of the Member State in which he is established."

31 DS 1075/14 LT replace “essential requirements” with “general safety and performance requirements”
32.14090/1/13 ft 31 ES/PT/FR/SI: adding: "11. Manufacturers of medical devices shall have an insurance or
equivalent financial guarantee to cover any damage to health due to safety problems of medical devices".
DK/PL/HU/NL: national legislation applicable. DE/UK/CY/IT: general rules on civil liability are enough.
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Article 9

Authorised representative
1. A manufacturer of a device that is placed on the Union market;-er-bears—the-CE-marking

without beingplaced-on-the Untenmarket; who does not have-a registered place of business

o Member State-erdoesnotearnv-outrelevantnetprbest aregistered-pliceof bustnesst
a-Member-State, shall designate a single authorised representative.

2. The designation 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.

333 DS 1710/1/13 Should a liability insurance of the manufacturers be mandatory? 6 Agree - 7 Not Agree

33 Paragraph 12 has been deleted due the results of the questionnaire reported in DS 1710/1/13. Do you
consider that the defined obligations of economic operators are appropriate? HR DK DE ES FR IT HU NL
PL PT SE UK consider the defined obligations of economic operators not appropriate; IE CY MT SI FI
consider the defined obligations of economic operators appropriate.

35 DS 1710/1/13 Should it (a liability insurance of the manufacturers) be regulated by the MD and IVD
Regulations? 6 Agree - 6 Not Agree

36 UK, DK, NL, BG, DE, IE deleting paragraph 13

337 Sentence moved to paragraph 9, Article 8
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3. 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 importer, pursuant to Article 11(2)(a), and,

upon request, to the competent authoritv538.

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. ensure 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; >*°

a.  keep keep athis registered place of business '’ a copy of the technical

541

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 43 at the disposal of competent authorities for the period
referred to in Article 8(4);

b. comply with the registration obligations laid down in Article 23(2), (4) and (5);

c.  inresponse to areasened " request from a competent authority, provide that competent
authority with all the information and documentation necessary to demonstrate the
conformity of a device_in an official Union language which can be easily understood

by that authoritv;543 544

338.14090/1/13 ft 32 DE: deleting “The mandate shall be provided to the competent authority, upon request,
and to the importer” problems of confidentiality

3% 14090/1/13 ft 33 UK: adding "(aa) ensure 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."

M0 PT, UK deleting “a his registered place of business” to assure that technical documentation is the most
updated

1 DS 1075/14 LT adding “STED”

3214090/1/13 ft 34 PL: opposed.

3 DE deleting last sentence; CZ, CY support

34 ES 9.3 (c) adding “in the language determined by the law of the Member State of that authority”; this
should apply for all the regulation; UK, CY, PT support
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d. forward to the manufacturer any request by a competent authority’* for samples,

or access to a device and verify that the competent authoritv5 4 receives the

samples or gets access to the device;

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

f. 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;

g.  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), (5), (6), (7) and (8).

5. An authorised representative who terminates the mandate on the grounds referred to in point
(e) of paragraph 3 shall immediately inform the competent authority of the Member State in
which he 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.

5 DE which is the Authority? That of the Authorised representative? Cion, ES: not; every authority of the
European Union

6 14090/1/13 ft 35 IT/DE/PL: scrutiny reservations; "in an official Union language which can be easily
understood by that authority" seems excessive.

37 DS 1075/14 LT deleting “healthcare professionals”

8 Sentence moved to article 8,paragraph 5
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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, the outgoing authorised representative and the incoming authorised
representative. This agreement shall address at least the following aspects:

(a) 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(s) or
statement(s);

(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.

DS 1075/14 LT deleting “healthcare professionals”
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Article 117
General obligations of importers™ !
1. Importers shall place on the Union market™ only devices that are in conformity with this
Regulation.

2. In order to place a device on the market™ importers shall ersure-verify the following:

a)

manufacturer " that the device has been CE marked and that the declaration of

conformity of the device has been drawn up and is still valid:

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

the manufacturer and that the authorised representative is notified of the devices
555 556

that the importer is placing on the market

0) 557 gae

e) that the device is labelled in accordance with this Regulation and accompanied by the

required instructions for use-and EU-declarationof conformity” > ;

f)  *“that, where applicable, a Unique Device Identification has been assigned by the

manufacturer in accordance with Article 22;

% In the wording of this article we referred to the definitions reported in Article 2 (definitions (16), (17) e
(18))

>114090/1/13 ft 37 DE/IE/UK/CZ/BE/SE/PT/AT/NL/IT/ES: importers have not the same responsibilities as
manufacturers.

32 DS 1075/14 LT adding “and/or put into service”

33 DS 1075/14 LT adding “and/or put into service”

3%414090/1/13 ft 38 PL: opposed to the deletion. DE/IE/UK/CZ/BE/SE/PT/AT/NL/IT/ES: importers have not
the same responsibilities as manufacturers. Cion: 11(2)(a) the same of that is in article R4 of the decision
768/2008

3 DS 1682/13 UK suggested the addiction

336 DE there is no need to inform the authorized representative

5714090/1/13 ft 39 CZ/LV/IT/ES/DE/UK suggested deleting the whole point c), in order to clearly delineate
responsibilities between importer and authorised representative. FR/PT/PL/Cion opposed; deleted following
the inclusion of point 11(2)(aa)

8 14090/1/13 ft 40 FR: adding "and is accompanied by the required EU declaration of conformity". Cion:
the EU declaration of conformity must exist (see point ¢)) but needs not accompany each device.

¥ DE not agree on declaration of conformity accompanying the device; SE, Cion support

36014090/1/13 ft 41 DE/LV/IT: deleting point 2.e).
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>'Where an importer considers or has reason to believe that a device is not in conformity

562 ntil

with the requirements of this Regulation, he shall not place the device on the market
it has been brought into conformity and shall inform the manufacturer ands--where

applieable; his authorised representative.-te-that-effeet;-as-wel-as, ef any suspeeted-non-
conformities-and.-Where the importer consider or has reason to believe that the device

presents a risk, he shall also inform the competent authority of the Member State in which

he is established.

3. 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-where thatis not pessible for praetical
reasens, on its packaging or, whereimpraetieable, 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.

4. Importers shall easure verify>* that the device is registered in the electronic system in
accordance with Article 25(2)3-)°%, comply-with their obligations laid down in
paragraphs3-to-S-ef thatArticle 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 relevant authorised representative or the

manufacturer-if itis-not-the-ecase.’*

361.14090/1/13 ft 42 FR: would delete the whole sub-paragraph, as it is inconsistent with Article 11(1) and
would create confusion between the obligations of manufacturers and importers

%2 DS 1075/14 LT adding “and/or put into service”

3 DE, FR, ES concerns on this provision; AT not agree but clearness is necessary; Cion: the same in R4
paragraph 3 of decision 768/2008

36414090/1/13 ft 43 PL: opposed. Cion expressed reservations on the change

5 14090/1/13 ft 44 FR/AT/PL/PT: the obligation to register the device in the electronic system should
appear in the general obligations of the manufacturers and authorised representatives.

36614090/1/13 ft 45 PL: opposed. CZ/IT: scrutiny reservations.
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5. 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.

ofmarketed produects™ and-investigate complaints-and-They-Importers shall keep a

register"’* of complaints, of non-conforming products and of product recalls and

withdrawals, and shal-ceep provide the manufacturer, authorised representative and
distributors informed-of such-meonitoring” —with any information requested by them’ 2

573

in order to allow them to carry out sample testing of marketed products’ "~ and

investigate complaints.

7 14090/1/13 ft 46 AT/IT/NL/FR: how can a medical device be under the responsibility of one operator
rather than another?

%% NL consider DS 101714

3914090/1/13 ft 47 DE/CZ/SE/IT/AT/PT: deleting "carry out sample testing of marketed products"; these
are manufacturers' responsibilities. FR: opposed

370 14090/1/13 ft 48 BE/FR/IE/PT: adding "for all devices".

71.14090/1/13 ft 49 DE/CZ/IT/AT: deleting "and shall keep the manufacturer, authorised representative and
distributors informed of such monitoring" already provided for in 11(8).

2 DS 1017/14 NL

53 14090/1/13 ft 47 DE/CZ/SE/IT/AT/PT: deleting "carry out sample testing of marketed products"; these
are manufacturers' responsibilities. FR: opposed
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7. Importers who consider or have reason to believe that a device which they have

placed™*made-available®™ placed on the market is not in conformity with this Regulation

shall immediately inform the manufacturer and, where applicable’’®, his authorised

representative-and;+f. Where appropriate, take importers shall co-operate with the
manufacturer-and, where-applicable, his authorised representative or 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 risk, they

shall also immediately inform the competent authorities of the Member States in which

they made the device available and, if applicable, the notified body that issued a

certificate in accordance with Article 4 ., giving details, in particular, of the non-

compliance and of any corrective action taken’’’.

83", Importers who have received complaints or reports from healthcare professionals, patients or

users about suspected incidents related to a device which they have placed made
available®™ placed on the market shall immediately forward this information to the
manufacturer and his authorised representativessoras—well—as—the—eemﬁeteﬂt—auﬂ%mﬁiﬁes&

™ 14090/1/13 ft 50 DE: replacing with "made available and Article 2(21) amended accordingly: 'importer’
means any natural or legal person established within the Union who makes a devices from a third country
available on the Union market". CZ: opposed

> DS 1075/14 LT replace “made available” with “placed on the market and/or put into service”

376 14090/1/13 ft 51 Alignment with 12(4).

377.14090/1/13 ft 52 FR/PT/ES: opposed to the deletion. Cion expressed reservations regarding deletion since
this provision is from decision 768/2008

3 To be reviewed following the results of questionnaire on vigilance matter.

3 DS 1075/14 LT replace “made available” with “placed on the market and/or put into service”

%80 14090/1/13 ft 53 DE: deleting "his authorised representative".

81 14090/1/13 ft 54 ES/IE/PT: only serious incidents should be reported to the competent authority, in order
to avoid excessive administrative burden.
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9.  Importers shall, for the period referred to in Article 8(4), keep a copy of the EU declaration
of conformity atthe-dispesal-efthe marketsurvetlance-authoritiesand-ensure-that the
technical- documentation-and, if applicable, a copy of the relevant certificate including
any supplement, issued in accordance with Article 45582,—eaﬁ—b%mad%a¥aﬂablﬁe—these

83 and a copy of mandate between the manufacturer and authorised

representative

representative at the disposal of the market surveillance authorities.

10.

information™ deviee—Importers shall cooperate with competent national authorities, at their
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, shall provide free

samples of the device or, where impracticable, grant access to the device.

82 FR reinstate “and, if applicable, a copy of the relevant certificate including any supplement, issued in
accordance with Article 45”; ES, AT support; DE not support

38314090/1/13 ft 55 FR/PT: opposed to the deletion. Cion expressed reservations regarding deletion

8414090/1/13 ft 56 FR/ES/LV: opposed to the deletion. BE: scrutiny reservation. Instead, these delegations

would add: "The national authority may also request that the importer provide, for the purposes of analysis

and for justified reasons, free samples of the devices.".

385 14090/1/13 ft 57 FR/ES/PT/LV/BE: adding "and samples".
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Article 12°%
General obligations of distributors

1.  In the context of their activities, W-when making a device available on the market,

distributors shall act with due care in relation to the requirements applicable_and make

available on the market only those devices that are in conformity with this

Regulation.>*’

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

requirements are met:

a. the preduet device bears-the required CE-marking of eonformity has been CE

marked and that the declaration of conformity of the device has been drawn up

and is still valid®®***®:- and is accompanied by-the required EU-declarationof
conformity” s

b.  the product is accompanied by the information to be supplied by the manufacturer in
accordance with Article 8(7x 8)-and-by-the EU-declaration of conformity”

c.  the manufacturer and, where applicable, the importer have complied with the

requirements set out in Article 24 and Article 11(3) respectively.

3% In the wording of this article we referred to the definitions reported in Article 2 (definitions (16), (17) e
(18))

7 DE deleting paragraph 1

8 AT This means that distributor shall open the parcel? It is not desirable; ask for a more general task;

¥ FR suggest “verify that the declaration of conformity is still valid”; PT support

3014090/1/13 ft 58 FR/PT/SE/ES: adding "and that the required declaration of conformity is available".

3! DE deleting “and by the EU declaration of conformity”; SE; PT, CZ, Cion support

3214090/1/13 ft 59 DE: deleting point c) as the distributor is not able to verify it. FR/PT: opposed
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¥ 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-deviee-presents-arisk;the
The-distributer-shall and inform the manufacturer and, where applicable, his authorised
representative, and the importer as-of any suspected nen-conformities-and. if the deviee
presents-arisk-he shall alse-inform Where the distributor consider or has reason to

believe that the device presents a risk, he shall also inform the competent authority of the

Member State in which he is established.

3. Distributors 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

95
IS

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

manufacturer, where available.

4.  Distributors who consider or have reason to believe that a device which they have made
available on the market is not in conformity with this Regulation shall immediately inform
the manufacturer and, where applicable, his authorised representative and the importer-ane

makesure. Where appropriate, distributors shall co-operate with the manufacturer

and, where applicable his authorised representative and the importer, and with-any

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 device presents a

risk, they shall also 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 43° 96, oiving

details, in particular, of the non-compliance and of any corrective action taken>’.

3%314090/1/13 ft 60 FR: would delete the whole sub-paragraph, as it is inconsistent with the obligation to put
on the market only devices that are in conformity with the requirements of this Regulation.

3414090/1/13 ft 61 AT/IT/NL/FR: how can a medical device be considered to be under the responsibility of
one operator rather than another?

%514090/1/13 ft 62 FR/NL: opposed to the new wording. Cion: would prefer to keep initial wording and add
“and shall comply with the conditions set by the manufacturer, where available.”

%6.14090/1/13 ft 63 ES/IE/PT: only serious risks should be reported to the competent authority and the
notified bodies, in order to avoid excessive administrative burden.

714090/1/13 ft 64 IE: opposed to the deletion
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5. 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*”®

authorised representative™’, as-well as the competent authorities of the Member States in

which they are aware that device has been-made available.*They shall keep a register

of complaints, of non-conforming products and of product recalls and withdrawals,

this information to the manufacturer and, where applicable, his

and keep the manufacturer and, where available, the authorised representative

informed of such monitoring and provide them with any information upon their
601

request.

. 602 603

0 a
s I

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. Fhe-competent-authority-mav-alsorequest-that the-distributor previde
samples-of the device-or-where impracticable.srant access-to-the device-Distributors,

upon request of a competent authority, shall provide free samples of the device or,

where impracticable, grant access to the device.

3814090/1/13 ft 65 AT: upon request.

14090/1/13 ft 66 PT/ES: serious incidents should be notified to the competent authority of the Member
State where they occurred. CZ: opposed.

8% DE reinstate the obligation to report serious incident directly to competent authorities; SE, ES, PT support
81 SE not agree on this register

60214090/1/13 ft 67 HR/SE/AT/PT/IE: adding "Distributors shall, for the period referred to in Article 8(4),
keep a copy of the EU declaration of conformity at the disposal of the market surveillance authorities and
verify 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 available to those authorities by the
authorised representative, upon request."

893 Cion reinstate the first sentence since it is from decision 768/2008
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Article 13"
Person responsible for regulatory compliance

1.  Manufacturers shall have avatlable-within-permanently and continuously at their
organisation® disposal, at least one qualified-person®’® respensible in charge for

regulatory compliance activities®”’ who possesses expert knowledge in the field of in vitro

diagnostic medical devices. The expert knowledge shall be demonstrated by either of the

following qualifications:

(a) 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 eourse-of

stadyn-nataral setenees;-by the Member States concerned, in medicine, pharmacy,

engineering or another relevant diseipline” 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 ex**“*related to devices

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

604 Article 13. Person responsible for regulatory compliance

Do you consider that any of the qualification requirements for "qualified persons" are not appropriate or
clear? Please specify and provide an alternative wording.

5 Agree - 7 Not Agree

605 14090/1/13 ft 68 DE/FR/ES/AT/BE/PT: "1. The Manufacturers shall, immediately upon commencement
of his/her activities, appoint within their organization at least one qualified person who is sufficiently reliable
and possesses the expert knowledge necessary for the fulfilment of the persons functions as the person
responsible for regulatory compliance in the field of medical devices. The expert knowledge shall be
demonstrated by either of the following qualifications:" The main argument in favour of such a strict
requirement would be that the qualified person should know the manufacturer's organization. DE added that
it is essential to define the qualified person's task.

DK/SE/EE/UK/NL/LV: there is no need for the qualified person, with knowledge in the field of medical
devices, to be an employee of the manufacturer organisation, as long as he/she would be permanently and
continuously at the manufacturer's disposal.

Cion: recognises that requiring that the qualified person would be an employee could be a too heavy burden.
Suggested taking into account the wording of Directive 2001/83/EC (''at his disposal'') on the same issue.
606.14090/1/13 ft 69 UK/BE: the name of the qualified person should be included in the EUDAMED

7 NL manufacturer is responsible for regulatory compliance

% DE the equivalence is not clear; BG support

69914090/1/13 ft 70 Delegations recognised that this description of the diplomas must be aligned with

619 14090/1/13 ft 71 FR/BE/PT: the qualified person must be competent in risk assessment and in
demonstrating conformity with the essential requirements, as well as in quality management. Therefore, 5
years of cumulative experience in both fields seems crucial.
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2. *"'The qualified-person respensible in charge for regulatory compliance activities shall at

least be responsible for ensuring the following matters:

(a)  that the conformity of the devices is appropriately assessed-checked in accordance

with the quality management system under which these devices are manufactured

12 . 1
before a_product®'” bateh is released® 3’;

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

(c) that the post-market surveillance obligations aceerding in accordance with Article

8(7) are complied:

(d)

evaluated and the neecessarv-measures-are-eo-ordinated-as-well-as that the reporting

obligations in accordance with Articles 61 to 66 eencerningrisks related to-deviees

are fulfilled®'*®';

(e) inthe case of devices for performance evaluation intended to be used in the context of

interventional clinical performance studies or other clinical performance studies

involving risks for the subjects,, that the statement referred to in point 4.1 of Chapter II

of Annex XIV is issued;

(®

811 NL details are not necessary; DE not agree; tasks have to be clear

S12 g suggest “product release”; BG, ES, Cion support

61314090/1/13 ft 75 IE/FR/ES: "(a) that the conformity of the devices is appropriately assessed checked in
accordance with the quality system under which these devices are manufactured, before a batch is released;"
DS 1682/13 IE text added based on Irish delegation proposal.

814 UK, Cion letter d is not clear;

815 14090/1/13 ft 76 DK/BG: opposed to the obligations added, as too large. DS 1682/13 DE text updated
based on German delegation proposal

816 DS 1682/13 DE text added based on German delegation proposal. UK, Cion: it is not clear

617.14090/1/13 ft 77 DK: opposed
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3. The gqualified-person_responsible for regulatory compliance shall suffer no disadvantage

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

6184 Authorised representatives shall have permanently and continuously at their exganisation

disposal at least one gualified-person respensible 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 ar-a course of study recognized as®* equivalent eourse-of

studyinnatural-seiences;-by the Member States concerned, in medicine, pharmacy,

engineering or another relevant sciences , and at least two years of

professional experience in regulatory affairs or in quality management systems relating

to #-vitro-diagnestie medieal-devices;

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

systems relating to #-vitre-diagnestic medical-devices.

818 AT deletion of paragraph 4; PT not agree

819 pey reinstate to avoid confusion with IVD

620 DE the equivalence is not clear; BG support

621 14090/1/13 ft 70 Delegations recognized that this description of the diplomas must be aligned with
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Article 14
Cases in which obligations of manufacturers apply to importers, distributors or other persons
1. A distributor, importer or other natural or legal person shall assume the obligations
incumbent on manufacturers®?* if he does any of the following:
a.  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, assembles or adapts a device already on

the market to its intended purpose for an individual patient.

2. SBFor 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:
a.  provision, including translation®?, of the information supplied by the manufacturer in
accordance with Section 17 of Annex I 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;

622 14090/1/13 ft 79 DK/IT/BG: it should be clearly explained that there should be a new evaluation, a new
procedure. Cion: confirmed that this is the intended meaning

623 14090/1/13 ft 80 ES: distributor may add his trade mark to the one of the manufacturer?

624 AT: it is not clear the scope of this paragraph; ES presented written suggestion (DS 1329/14) concerning
private label since a distributor or an importer that has a private label agreement (registered trade mark) shall
not assume the responsible of the manufacturer; PT, UK support Spanish proposal

625 14090/1/13 ft 81 BE/SE considers that there is a safety risk; would prefer deleting this paragraph.

626 14090/1/13 ft 82 NL: there is a danger of misuse when the translations contain mistakes
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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.

3. 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 thatisnetpessible-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.

62714090/1/13 ft 83 Following a linguistic remark from DE, the text could read:

A distributor or importer who carries out any of the activities mentioned in points (a) and (b) of paragraph 2
shall indicate on the device or, where that is not possible, on its packaging or, in exceptional cases, in a
document accompanying the device:

— the activity carried out,

— his name, registered trade name or registered trade mark,

— the address at which he can be contacted and his the location can be where he is established.
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4.  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 27, 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
EU declaration of conformity
1.  The EU declaration of conformity shall state that fulfilment of the requirements specified in

this Regulation has been demonstrated. It shall be continuously updated. The minimum

content of the EU declaration of conformity is set out in Annex III. It shall aceompany-the

device and be translated® into #he-an official Union language or languages required by the

Member State(s) in which the device is made available.

2. 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.

628 14090/1/13 ft 84 ES/DK/UK: which kind of certificate?
629.14090/1/13 ft 97 PT/PL: who should be responsible for the translation?
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3. 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.

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

out in Annex III in the light of technical progress®*.

Article 16
CE marking of conformity
1. Devices, other than devices for performance evaluation, considered to be in conformity with
the requirements of this Regulation shall bear the CE marking of conformity®', as-presented
wAnpexV--accompanied by the indieation" in vitro diagnostic medieal- deviee"in
accordance with Annex xx* -

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

3. 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®®.

63914090/1/13 ft 98 DE/IT: opposed, as no technical progress could be foreseen in this area. Cion: the
content would be amended only if needed

631 14090/1/13 ft 99 FR/DK/IT/SE/BE: "accompanied by the indication 'medical device" or SE by a symbol
with that meaning. PT: would transfer such a requirement to the labelling (annexes).

832 UK, NL not agree with the adding “accompanied by the indication "medical device", in accordance with
Annex xx”’; HU, CZ agree with given the information but not necessarily in association with the CE mark;
Pcy consider that is better transfer the request to Annex I, point 19.

633'14090/1/13 ft 100 DK: it is not the best option to let the manufacturer choosing where to affix the CE
marking.
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4.  The CE marking shall be affixed before the device is placed on the market. It may be

followed by a pictogram or any other mark indicating a special risk or use.

5. 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 4. 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 17
Devices for special purposes
1.Member States shall not create any obstacle to devices for performance evaluation which are
supplied for that purpose to laboratories or other institutions, if they meet the conditions

laid down in Articles 48 to 58.

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

Article 54.

3. At trade fairs, exhibitions, demonstrations or similar events, Member States shall not create

any obstacle to the showing of devices which do not comply with this Regulation, provided

that sueh-devicesrenottsed-onspectnenstaken-trom partetpantand-the-expression

" " s . 634

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.

634 Cjon, NL, UK, BE deleting the adding words
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Article 18
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) 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. In the statement, the person referred to in paragraph 1 shall declare the following:

(a) 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.

63514090/1/13 ft 102 BE/AT/ES: adding "with the exception of devices for self-testing;". DE: opposed.

63614090/1/13 ft 103 PL/ES: adding "only when they are used within the medical procedure or their presence
in the system or procedure pack is justified".

%37.14090/1/13 ft 104 SE: how to define "relevant?
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3. 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 in_his own name 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.

4. 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 40.

5. The systems or procedure packs referred to in paragraph Ishall 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 1 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 17 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 19
Parts and components
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-witheutsignificantly-changingits

performanece-or-safetycharaeteristies, 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.

Article 20%%°

Free movement

641

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.

%% 14090/1/13 ft 105 DE: which kind of evidence?

63914090/1/13 ft 106 PL/PT: who will establish that the changes are significant?

64914090/1/13 ft 107 NL: adding provisions on promotion, in line with Article 94 of Directive 2001/83/EC.
FR: promotion should be dealt at national level

%1 DS 1075/14 LT adding “placing on the market”

17097/14 ADD 2 LES/tal 63
ANNEX DGB 3B LIMITE EN



642 Advertising of medical devices

Do you see a need for specific provisions at EU level for the advertisement of medical devices? If the answer
is positive, please specify which kind of provisions and justify.

6 Agree - 9 Not Agree

3 DS1710/1/13 HR DK IE IT MT PL agree with a specific provision at EU level for the advertisement of
medical devices. DE FR CY HU NL PT SI FI UK not agree If the answer is positive (to regulate
advertisement at EU level), should they be subject to the present Regulations?

3 Agree - 2 Not Agree
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Chapter IH1*
Identification and traceability of devices, registration of devices and of
economic operators, summary of safety and performance, European

databank on medical devices

Article 21

Identification within the supply chain
For a%* %*® devices, other than devices for performance evaluation, economic operators shall be
able to identify the following, 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 or healthcare professional®’ to whom they have supplied a device.
Upon request, they economic operators®®® shall inform the competent authorities thereof.
For systems and ** procedure packs, this Article shall also apply to the natural or legal person
referred to in Article 18(1).

644 The text in this chapter is from DS 1537/14.

645 Pey delete "all" to align with MD.

846 DS 2003/13 BE "For all devices, other than custom-made or investisational devices,
economic operators shall be able to identify the following, for the period referred to in Article
8(4)." PT/ES opposed to the inclusion of "all devices". Cion including all devices might be
disproportionate

847 DS 1982/13 SE delete “or healthcare professional”.

648 DS 1951/13 CZ replace “they” with “economic operators”

849 LT adding “systems”
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Article 22
Unique device identification system®"
For devices, other than devices for performance evaluation, a system for Unique Device
Identification shall be put in place in the Union. The UDI system shall allow the identification
and traceability of devices and shall consist of the following:
(a) production of a UDI that comprises the following:
(1) adevice identifier specific to a manufacturer and a device model, providing access

to the information laid down in Part B of Annex V;

(i) aproduction identifier that identifies data related to the unit of device production.

(b) placement of the UDI on the label of the device itspackagingandwhere-applicable;
he-device-itself™ 5% 65,

C storage of the UDI by the economic operators and the health institutions®>* through
g y p g
electronic means;

(d) establishment of an electronic system on UDI.

The Commission shall designate and monitor®® ene-or several a-maximum-of-five the®™

entities that operate a system for assignment of UDIs pursuant to this Regulation and that

satisfy all of the following criteria:

(a) 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 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;

650

651

652
653
654
655
656

In this article, reinstated paragraph numbering of the Commission proposal is indicated in
highlighted underline.

DS 2003/13 BE replace (b) with “placement of the UDI on the label of the outer packaging of
the device and when not applicable, on the label of the device itself”.

Cion see definition of "label" in point (11) of Article 2(1).

Pcy alignment with Article 24(1) of the MD proposal.

DS 1982/13 SE delete “and the health institutions”

AT adding “and monitor”; SI support

Pcy alignment with Article 24(2) of the MD proposal.
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|

(e) the entity undertakes the following:

(1)  to operate its system for the assignment of UDIs for the period to be determined in
the designation which shall at least be three five 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
manufacturers that place an UDI on the label of their device in accordance with
the entity's system;

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

designation during the period for which it is designated.

Before placing a device on the market, the manufacturer shall assign to the device a UDI
provided by an entity designated by the Commission in accordance with paragraph 2, if that
device belongs to the devices, categories or groups of devices determined by a measure

referred to in point (a) of paragraph 7.

The UDI shall be placed on the label of the devicesitspackagingand:where-applicable;on
the-deviee-itself®, in accordance with the conditions laid down by a measure referred to in

point (¢) of paragraph 7. It shall be used for reporting serious incidents and field safety
corrective actions in accordance with Article 59. The device identifier shall appear on the EU
declaration of conformity referred to in Article 4715 and in the technical documentation

referred to in Annex II.

Economic operators and-health-institutions®™ shall store and keep, by electronic means, the
device identifier and the production identifier of the devices which they have supplied or they
have been supplied with, as determined by a measure referred to in point (ab) of

paragraph 7.

657
658

Pcy alignment with Article 24(4) of the MD proposal.
Pcy alignment with Article 24(5) of the MD proposal.
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Health institutions shall store and keep, by electronic means, the device identifier and the
production identifier of the devices which 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 79.

6. The Commission, in cooperation with the Member States, shall set up and manage an
electronic system on UDI to collate and process the information mentioned in Part B of
Annex V. This information shall be accessible to the public

7.  The In order to ensure the uniform application of the rules laid down in this Chapter, the

Commission shal-be-empowered-to may adopt delegated implementing acts in accordance
with the examination procedure referred to in with Article 84(3) 85°°°:

(a) determining the devices, categories or groups of devices, whose identification shall be
based on the UDI system, as set out in paragraphs 1 to 6, and the timelines for
implementing this. Following a risk-based approach, implementation of the UDI system
shall be gradual, starting with devices falling in the highest risk class;

(b) specifying the data to be included in the production identifier which, following a risk-

based approach, may vary depending on the risk class of the device;

(c) defining the obligations of economic operators, efhealth-institations-and-of professional

%! in particular regarding allocation of the numeric or alphanumeric characters,

placement of the UDI on the label*®, kigherlevels-of packaging-andon-the-device

itself; storage of information by-the-economic-operator-and in the electronic system on
UDI, and use of the UDI in documentation and reporting related to the device provided

6
HSers;

for in this Regulation;

(ca) defining the devices, categories or groups of devices for which storage of the device

identifier and production identifier by electronic means shall be required by

healthcare institutions; %

659
660

FR, SI replace “may” by “shall

The initial sentence of this paragraph is aligned with Article 24(7) of the MD proposal.
1 DS 1982/13 SE delete “of health institutions and of professional users”

662 DS 1962/13 UK add “and on the device”

663 UK, PT, PL reinstate paragraph (ca)
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8.

When adopting the measures referred to in paragraph 7 9, the Commission shall take into
account the following:

(a) the protection of personal data;

(b) the legitimate interest in protecting commercially sensitive information;

(¢) the risk-based approach;

(d) the cost-effectiveness of the measures;

(e) the convergence of UDI systems developed at international level;

()  the need to avoid duplications in the UDI system. ***

664 DS 1951/13 CZ add “the possible duplicities in UDI system”.
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665
1.

Article 23
Electronic system on registration of devices and economic operators
The Commission, in collaboration with the Member States, shall set up and manage an
electronic system to collate and process information that is necessary and proportionate to
describe and identify the device and-procedure packs-other-thanfor-professional-use-only;

o-identify-economic-operators-involved-in-the-supply-ehain-of-the-deviee and to identify

the manufacturer and, where applicable, the authorised representative and the importer. The
details regarding the information to be submitted by the manufacturer and, where applicable,
the authorised representative and the importer econemie-operators are laid down in Part A
of Annex V. Distributors shall identify themselves in the system by introducing their name,

address and contact details.*** %7

Before a device, other than a device for performance evaluation, is placed on the market the
manufacturer or his authorised representative shall submit to the electronic system the

information referred to in paragraph 1.

665
666

667

Pcy deletions in this paragraph are analogous to those in Article 25(1) of the MD proposal.
DS 2003/13 BE Eudamed is designed to enable traceability of devices within the internal
market, therefore a minimal information on distributors operating in the internal market
should be available through this system. This obligation should be imposed on the distributors
themselves and the same rule of confirmation of the information as foreseen under point 5 of
the same article should apply.

UK, SE, NL, PT, HR, ES, DK, Cion agree on deleting distributors. CZ, HU not agree.
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4.669

Within two weeks after placing a device, other than a device for performance evaluation,

on the market, importers shall submit 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 if-this-is-not-the-case.

Within ese two weeks 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 two years after submission of the information in accordance with paragraphs 2
and 3, and then every second year, the relevant economic operator shall confirm the accuracy

of the data. In the event of failure to confirm within six months of the due date, any Member

State may take measures®”” to suspend or otherwise restrict the making available of the device

in question 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 Commission shall be empowered to adopt delegated acts in accordance with Article 85

amending the list of information to be submitted as set out in Part A of Annex V in the light

of technical progress.

668
669
670

The text of this paragraph is aligned to that of Article 25(3) of the MD proposal.
The text of this paragraph is aligned to that of Article 25(4) of the MD proposal.
The underlined text from the Cion proposal is reinstated.
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Article 24°™
Summary of safety and performance

1. Inthe case of devices classified as class C and D, other than devices for performance
evaluation end-deviees-emitting-ionizingradiation, the manufacturer shall draw up a
summary of safety and performance. It shall be written in a way that is clear to the intended
user and, if relevant, to the patient672. and It 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 40 and shall be
validated by that body. The manufacturer shall provide the summary with the device or

otherwise mention on the label where it is available. *”

871 CZ/DK/DE/IT/NL these provisions do not belong to this chapter.
72 DS 1982/13 SE add “and if relevant to the patient”.
673 Following MD proposal
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l.a The summary of safety and performance shall include at least the following aspects674:

(a) the identification of the device and the manufacturer ;

(ab) the intended purpose of the device, including indications, contra-indications and
target populations;

(bc) a description 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 D in vitro diagnostic medical devices and other products that are
not D in vitro diagnostic medical devices, which are intended to be used in
combination with the PP in vitro diagnostic medical device;

(d) thescientifievalidity reference to harmonized standards and common (technical)
specifications;

(e) the analytieal summary of the performance evaluation report as referred to in annex
X1, and relevant information on the PMPF;

(f) the metrological traceability of assigned values;

@y  theclinicalevidence:

@  thei lod-clinicall Ges)s

(Gg) therequired suggested profile and training to for users;

674 Following MD proposal
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(kh) information on any residual risks and any (indirect) undesirable effects, warnings

. 6
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 performance®”’.
Those implementing acts shall be adopted in accordance with the advisory procedure referred

to in Article 84(2).

Article 25
European databank
The Commission shall develop and manage the European databank on medical devices (Eudamed)
in accordance with the conditions and modalities established by Article 27 of Regulation (EU) [Ref.

of future Regulation on medical devices].

% DS 1124/1/14 REV 1 BE/DE/FR/AT add:

"The summary of safety and performance shall include at least the following aspects:

(a) the identification of the device and the manufacturer ;

(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 IVD medical devices and other products that are not IVD medical
devices, which are intended to be used in combination with the IVD medical device,

(d) reference to harmonized standards and common (technical) specifications,

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

(f)  the metrological traceability of assigned values,

(g) suggested profile and training for users;

(h) information on any residual risks and any (indirect) undesirable effects, warnings and
precautions."

IE, PT, ES support

UK, DK, SE, NL delete

° " DS 1468/13 AT add “kind”.
77 DS 1468/13 AT add “of devices or specific types of devices”.

17097/14 ADD 2 LES/tal 74
ANNEX DGB 3B LIMITE EN



Eudamed shall include the following as integral parts:

(a) the electronic system on UDI referred to in Article 22;

(b) the electronic system on registration of devices and economic operators referred to in
Article 23;

(ba) the electronic system on notified bodies referred to in Article 31(' 9);678

(c) the electronic system on information on applications for conformity assessment and on

certificates referred to in Article 41(1) and Article 43(4);

(d) the electronic system on interventional clinical performance studies and clinical performance
studies involving risks for the subjects set up in Article 51;
(e) the electronic system on vigilance and post-market surveillance referred to in Article 60;

(f) the electronic system on market surveillance referred to in Article 66.

678 DS 1961/13 FR In order to align the writing with proposals made in the chapter IV.
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National authorities responsible for notified bodies for in vitro diagnostic medical devices

1.

Chapter IV
Notified bodies

Article 26

680 681
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 under

this Regulation shall designate an authority®®

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 or subsidiaries of those bodies, hereinafter referred to as the ‘national authority

responsible for notified bodies’.

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.

679
680
681
682
683

The text in this chapter is from DS 1538/1/14 REV 1.

IT: Take EC/920 previous work into account. First designation, then notification.

ES: Change article title to “notified bodies for medical devices.

DE: Delete "third party".

In response to a suggestion to add a plural it was noted that competent authorities are
organised by the individual Member State and that the phrase "an authority" in EU law thus
means "an appropriate structure that fulfils the Member State's obligations under the
Treaties".
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686
5.

The national authority responsible for notified bodies ¥ shall be organised so that each
decision relating to designation or®®* notification of a conformity assessment body is taken by
personnel different from those who carried out the assessment of the conformity assessment

body.

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

conformity-assessment®™ notified bodies perform nerprovide-consultaney-serviees on a

commercial or competitive basis.

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, ard the Commission and with other relevant regulatory partners.

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

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

Without-prejudice-to-Artiele 3H3)*™; Where a the national authority is responsible for the

designation-of notified bodies in-thefield-ef products-otherthaninvitro-diagnostic medieal
deviees; is a separate different authority than frem shall-ensure-that the national competent

authority for in vitro diagnostic medical devices, it shall ensure that the authority
responsible for medical devices is consulted shall-be-consulted on all relevant aspects

specifically related to such devices normally covered by the competent authority for medical

684
685
686
687
688

DE: Suggests to add "designation or".

DE: Replace "conformity assessment" with "notified". Cion: Text of proposal is appropriate.
DE: Delete this paragraph.

CZ. DK, ES, AT, PT, SE: Reservation. The effects of this reference is very unclear.

FR, UK: Prefer Cion wording.
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Member States shall provide the Commission and the other Member States with information
on their procedures for the assessment, designation and notification of conformity assessment

bodies and for the monitoring of notified bodies, and of any relevant®® changes which have a

significant impact on these tasks therete. The Commission shall make this information
690

publicly available.

6. The national

authority responsible for notified bodies shall be peer-reviewed every seecend third year. The
peer-review shall include an on-site visit to a conformity assessment body or a notified body
under the responsibility of the reviewed authority. In the case referred to in the second

subparagraph of paragraph 6, the competent authority for medical devices shall participate in

the peer-review.

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

available.

689
690
691

HU: Prefers "significant".
Pcy proposal based on UK suggestion.
Pcy proposal based on suggestions from inter alia AT.
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Article 27
Requirements relating to notified bodies
1.  Notified bodies shall satisfy the organisational and general requirements and the quality
management, eempetenee,”” resource and process requirements that are necessary #e so they
are competent to fulfil their tasks for which they are designated in accordance with this
Regulation. Minimum The r Requirements®” to be met by notified bodies are set out in
Annex VL.

la. 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, monitoring and surveillance activities

and to facilitate the assessment and oversight procedures outlined within this Chapter.

2. In order to ensure the uniform application of the requirements set out in Annex VI, The

Commission shall-be-empowered-teo may adopt delega{ed lmplementmg acts in accordance
with Article 849(3) amending : : MY Hirer o

Article 28

Subsidiaries and subcontracting
1.  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 requirements set out in

Annex VI and shall inform the national authority responsible for notified bodies accordingly.

82 pcy proposal based on suggestion from AT and PT.

3 DE, RO, SK, BE: Delete "Minimum". DK, ES, IT, PT, HU, FL LIT: Keep "Minimum".
(Harmonisation, but MS can go further if they so wish.)

Pcy text based on IE suggestion. DE, ES, UK: Suggested deletion of this paragraph. PT:
Suggested to keep this paragraph.

694
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2. Notified bodies shall take full responsibility for the tasks performed on their behalf by

subcontractors or subsidiaries.

3. Conformity assessment activities may be subcontracted or carried out by a subsidiary
provided that the legal or natural person that applied for conformity assessment has been

notified of this. 695

4.  Notified bodies shall keep at the disposal of the national authority responsible for notified

bodies the relevant documents concerning the verification of the qualifications of the

subcontractor or the subsidiary and the work carried out by them under this Regulation.

5.

6.697

%5 Pcy proposes to delete this paragraph since it is not appropriate that an applicant can decide
on internal work of the notified bodies assessing his device.

% Addition suggested by DK.

87 ES, PT. Support for paragraphs 5 and 6.

% CZ. AT. The national authority responsible for notified bodies should have this task.
09 Suggestion by AT to specify which competent authority.
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Article 29
Application by a conformity assessment body for notification
A conformity assessment body shall submit an application for notification to the national
authority responsible for notified bodies of the Member State in which it is established. The
application shall be written in an official language or official languages specified for the

purposes of this Regulation by the Member State concerned.™

The application shall specify the conformity assessment activities_the-cenformity
assessment | procedures and the types of ** devices for which the body applies to be notified

elaims-to-be-competent, supported by documentation proving compliance with all the

requirements set out in Annex VI.

In respect of the organisational and general requirements and the quality management
requirements set out in Sections 1 and 2 of Annex VI, therelevant-documentation-maybe
submitted-form-of a valid certificate and the corresponding evaluation report delivered by a
national accreditation body in accordance with Regulation (EC) No 765/2008-—Fhe-conformity

certificate-delivered-by-such-acereditationbody may be submitted in support of these

requirements and shall be taken into consideration by the national authority responsible for
the notified body during the assessment described in Article 30. However, the applicant
shall make available the full documentation to demonstrate conformity with these

requirements aveilable upon request.

700

701
702

Pcy proposal to clarify language requirements already here. Based on suggestions from BE,
IE. ES, CY.

DE suggestion.

DE suggestion.
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: { { i A AVa| 703 704

Article 30

Assessment of the application™

706

1. The national authority responsible for notified bodies shall within 30 days'™ check that the
application referred to in Article 29 is complete and may request the applicant to provide any
missing information. A rons—ilt shall
draw up a preliminary assessment report.”’’

2. It shall submit the preliminary assessment report to the Commission’® which shall
immediately transmit it to the Medical Device Coordination Group established by Article 76
(‘MDCG’). Upen-requestby-the-Commisston;-the The report shall be submitted by the
authority in an official language or official languages specified for the purposes of this
Regulation by the Member State”” concerned, and upon request by the Commission er-the
MDCG, in an additional’"" up-te-three official Union languages. Documents to support the
application described in Article 27 shall be made available upon request.

73 DE: Delete this paragraph.

74 Ppcy proposes to move this paragraph to become 33(0) since it is related to monitoring.

75 Pcy deems it necessary to stipulate deadlines.

% Suggestion from BE.

7 SE: Implementing act necessary to specify content and format of the preliminary assessment
report.

7% DE: objects to prior notification to Cion.

7 Pcy language requirement aligned with Article 29.

710 ES: No need for additional translation.
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3a.

Within 14 days of the submission referred to in paragraph 2, the Commission shall designate a
joint assessment team made up of atleast twe three experts chosen from a the list ef-experts
who are qualified in the assessment of conformity assessment bodies referred-to-inArticte
30a and who comply with Article 82 of Regulation (EU) [Ref. of future Regulation on
medical devices[-asregards-the-applicant-conformity-assessment-body. The list shall be
drawn up by the Commission in cooperation with the MDCG and shall be made publicly

available.

assessment-body. " -Atleast-oOne of these The-third experts shall be appeinted-by-a

representative of the Commission and whe shall lead the joint assessment team. The expert

leading the team shall participate in the assessment of the applicant body and shall verify
that the national authority responsible for notified bodies fulfils its obligations and

effectively performs its designation and monitoring activities.

The joint assessment team shall be comprised of appropriate experts which reflect the
conformity assessment activities and the types of devices which are subject to the
application from the conformity assessment body or, in particular when this procedure is
initiated in accordance with Article 35 to ensure that the specific concern can be

appropriately assessed. 2

711

712

Redraft by Pcy in response to interventions of DE. PL who held that Cion had too much
power in this team.

Comment regarding 3a and 3b from Pcy: The experts chosen should come from a pool that is
sufficiently large to prevent that persons with vested interests evaluate an application.

17097/14 ADD 2 LES/tal 83
ANNEX DGB 3B LIMITE EN



3c.  The national authority for notified bodies shall provide the joint assessment team with the
proposed schedule for on-site assessment at least two months in advance and its initial plan

for on-site assessment of the notified body at least one month in advance. Following its

assessment of the application the joint assessment team shall provide feedback and input

into the on-site assessment plan to the national authority.
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Within 90 days after destgnation assignment of the joint assessment team o#-where

d—the national

authority responsible for notified bodies and the joint assessment team shall review the
documentation submitted with the application in accordance with Article 29 and fegether
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 national authority may decide following
review of the documentation mentioned above that the application is not complete or is not
sufficient to proceed to an on-site assessment and may postpone the on-site assessment for
a period of 90 days to allow the applicant opportunity to correct the application. Such on-
site assessment shall not cover requirements for which the applicant conformity assessment
body has received a certificate delivered by the national accreditation body as referred to in
Article 29(2), unless
eonsideration-so-decide-the Commission representative mentioned in Article 30(3) requests

the on-site assessment.

The on-site assessment of the applicant body shall be led by the national authority

responsible for notified bodies.

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

agreement with respect to the assessment of the application.

The joint assessment team shall record non-compliances with Annex VI-observations-on

dies and any

observations or opportunities for improvement in a report to be provided to the MDCG, the

Commission and to the relevant national authority responsible for notified bodies.

Divergent opinions shall be identified in the assessment report of the jeint-assessmentteant

national authority responsible.-4

. ol author: blo £ cf2od bodies.
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4b.

The national authority shall follow up with the applicant body to assess whether non-
compliances identified during the assessment have been appropriately addressed. The joint
assessment team may request and further assess follow up on findings identified during the

review.

The national authority responsible for notified bodies shall, following implementation of any
measures arising from the assessment referred to in paragraphs 4a and 4b, submit its
assessment report and, if applicable, the s draft notification to the Commission, which-shalt
immediately-transmit - -these-documentsto the MDCG and te the members of the joint
assessment team. Upon request by-the-Cemmisstion, those documents shall be submitted by

the authority in an-up-te-three-official Union languages;-specified by the Commission- ™

The joint assessment team shall provide its opinion regarding the assessment report prepared
by the national authority responsible for notified bodies and, if applicable, the draft
notification within 21 days of receipt of those documents and to the Commission, which shall
immediately submit this opinion to the MDCG. Within 42 days after receipt of the opinion of
the joint assessment team, the MDCG shall issue’"® a recommendation with regard to the draft
notification which the relevant national authority shall duly take into consideration for its

decision on the designation of the notified body.

The Commission may, by means of implementing acts, adopt measures setting out the
modalities and associated documents™® for the application for notification referred to in
Article 29 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

84(3).

713
714
715
716

ES. SE, UK: Cion should keep the role as intermediate.

Pcy: Not needed - see e.g. Article 30(2).

It is noted that the procedure should be reviewed in its entirety.
Based on IE suggestion.
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Article 31

Notification procedure
Member States shall notify the Commission and the other Member States of the conformity

18
17

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

and managed by the Commission referred to in Article 25.2(ba).

Member States may notify only conformity assessment bodies which satisfy the minimum
requirements set out in Annex VI and for which the assessment pursuant to Article 30 was

completed.””

717

718
719

Pcy proposal based on IE suggestion. The aim is to clarify the procedure in Article 30 and to
provide for the creation of a list of experts that can be selected for specific tasks. Compare
deletion in 30(3).

SE: Refer to Article 25. Pcy: 31(9) contains reference. Also bearing on 31(10).

Pcy Change aims to clarify procedure for notification. Based on suggestion from DE, ES, AT
PL. Reference to "Minimum requirements" should be aligned with Article 27.
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3.7 Where a ke national authority responsible for notified bodies shallnot-designate-a-notified

4a.

body-for-any-tasksrelated to-medical devicesunless is a separate authority from the

competent authority for medical devices, that authority shall has provided, prior to the

notification, a positive opinion on the notification with particular regard to the elements for

which it is responsible at national level. asregards-conformity-assessmentsrelated-to

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

asSsess.

The Commission shall within [three] years of the entry into force of this Regulation way,
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 advisery examination procedure referred to in Article 84(2 3). ). The
Commission may update this list utilising the provisions above 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 opinion 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.

720

DE, IT; AT, PL: Delete this paragraph. CZ, ES, FR: Prefer original wording.
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6. The notifying Member State shall, without prejudice to Article 33, provide the Commission

and the other Member States with documentary evidence regarding the arrangements in place

to ensure that the notified body will be monitored regularly and will continue to satisfy the

requirements set out in Annex VI. -shall-furthermere-submit-evidence-of the-avatabiityof

722

7. Within The-Commission-and-the-other-Member-States-may;within 28 days of a the

notification &b

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.

8. When a Member State or the Commission raises objections in accordance with paragraph 7,
the-effect of the netification shall be suspended I thisease; > the Commission shall bring
the matter before the MDCG within 1507% 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 4028 days after the matter has been brought before it. H-the-netifiring Member

1o he NMD M eane ho o1 on-to_oivze
v ay d v

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-=s-opinion within 28 40 days of its receipt. The response
shall address the objections raised in the opinion, and set out the reasons why the notifying

Member States intends to designate or not designate the conformity assessment body.

721
722

DE Delete this paragraph - this is according to other provisions MS competence.

Pcy deems that this sentence is not needed, due to changes to article. CZ, IE, UK: Keep this
sentence.

Reworded Pcy proposal. CZ, EE, IE, PT: Prefer original wording.

UK against deletion.

25 Suggestion by FR, UK.

26 Ppcy sentence deleted since it is covered by the new paragraph 8a.

21 Py proposal based on IE suggestion. Takes into account DE suggestion - in para 8a and 9.

723
724

17097/14 ADD 2 LES/tal 89
ANNEX DGB 3B LIMITE EN



9.  Where no objection is raised in accordance with paragraph 7 or where the MDCG e+the
Cemmission, after having been consulted in accordance with paragraph 8, is of the opinion
that the notification may be accepted fully-erpartially, or where the notifying Member State
having responded in accordance with paragraph 8a, decides to designate the conformity
assessment body the Commission shall publish the notification accordingly within 14 days of
receipt..

When publishing the notification, the Commission shall add the information relating to the
notification of the notified body to the electronic system referred to in point (e) of Article

25(2) along with the documents mentioned in paragraph 5. Thatinformation-shall-be

MDCG mentioned-in-paragraph-S-of-this Article. In-addition;the The Commission shall

include details of the opinion and response referred to in paragraphs 8 and 8a of this

Article on the electronic system where it shall be accessible to Member States and the

Commission.

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.”*®

Article 32
Identification number and list of notified bodies
1.  The Commission shall assign an identification number to each notified body for which the
notification is-aceepted becomes valid"® in accordance with Article 31(70). It shall assign a

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

728

Pcy addition aiming to clarify procedure.
729

Based on suggestion by DE (for consistence).
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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 and the types of devices for which they have been notified, accessible to the public
on the electronic system referred to in Article 25. The Commission shall ensure that the list

is kept up to date.

Article 33

Surveillance, Mmonitoring and re-assessment of notified bodies
0.7 After being designated, the notified body shall update the documentation referred to in
Article 29(2) whenever relevant™" changes occur, in particular regarding personnel,
facilities, subsidiaries or subcontractors, which may affect compliance with the
requirements set out in [Annex VI/this Regulation] 2 in order to enable the national
authority responsible for notified bodies to monitor and verify continued eus-compliance
with all the requirements set out in Annex VI.

Notified bodies shall, without delay, inform the national authority responsible for notified

bodies of any relevant’’ changes to the documentation mentioned above.

1. The national authority responsible for notified bodies shall eentinneusty conduct
surveillance and monitoring of >* the notified bodies based on its territory” and of its
subsidiaries and subcontractors to ensure ongoing compliance with the requirements and the

fulfilment of its obligations set out in this Regulation Annex—V4. The notified bodies shall,

on request, supply all relevant information and documents, required to enable the authority,

736

the Commission and other Member States'”" to verify compliance with those criteria.

730
731

This paragraph is the former paragraph 3 of Article 29.
HU. prefers "significant".

B2 To be aligned with the wording chosen elsewhere.

3 HU. prefers "significant”.

74 ES, PT: prefers original wording.

5 Based on DE: IE. suggestions.

76 Pcy proposal to enable broader verification.
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Notified bodies shall, without delay, inform the national authority responsible for notified

bodies of any relevant”’ changes referred to in paragraph O—inparticalarregarding their

2. Notified bodies shall respond without delay to requests relating to conformity assessments
they have carried out, submitted by their er-anether Member-State's authority er-by-the
Commission" and-grant-aceess-to-their-premises-uponrequest in-accordancewith
parmgmphéem. For-this purpeset-The national authority responsible for notified bodies
shall receive a copy of all such requests submitted by another Member State authority or by
the Commission to notified bodies by-another-Member-State-anthority based on their
territory. The national authority responsible for notified bodies of the Member State in which
the body is established shall enforce requests submitted by authorities of any other Member

State or by the Commission unless there is a legitimate reason for not doing so in which case

both sides may consult the MDCG. For-this purpose-the-national-authority-responsible for

737
738
739
740

HU. prefers "significant".

Deletions based on DE, PT suggestions.

Proposal by Pcy based on suggestion in WP meeting.
Deleted following DE suggestion.

17097/14 ADD 2 LES/tal 92
ANNEX DGB 3B LIMITE EN



3a.

3b.

At least once a year’ ", the national authority responsible for notified bodies shall assess

742 743 inder its

whether each notified body and the subsidiaries and subcontractors
responsibility still satisfiesy the requirements and fulfil their obligations set out in Annex VI.
This assessment shall include an on-site visit to each notified body and, when if necessary, to

its subsidiaries and subcontractors.

The national authority shall conduct its monitoring, and re-assessment activities in-line
with according to an annual assessment plan to ensure that it can effectively eonduet
monitoring-and-surveillance-of-a¢ monitor the notified-body’s 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 associated subsidiaries
and subcontractors. The authority shall submit its annual plan for surveillance, monitoring

or re-assessment for each notified body for which it is responsible ef-neotified-bodies to the
MDCG and to the Commission-by-the-end-of October-eachyear.

The national authority’s monitoring of notified bodies shall include,—at—least—onee—a—yewm,—
witnessed audits of the notified body personnel, including subsidiaries and

4 46 . .
subcontractors’” when necessary” %, when conducting quality system assessments at a

manufacturer’s facility.

741
742
743
744

745
746

IE, AT "according to best practise".

Based on PT suggestion to include subsidiaries.

SE: reservation about excessive burden on authorities. BE: Add "wherever necessary".

DE: not necessary once a year. NL: Too burdensome. Less binding rewording. AT: After 1%
year and then every two years. IE: According to best practice ES: Witnessed audit only once.
PT: support.

Based on BE suggestion.
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3c.  The monitoring of notified bodies conducted by national authorities shall consider data

arising from market surveillance, vigilance and post-market surveillance systems to help

guide its activities.

3d. 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 relevant corrective and
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4.  Three years after notification of a notified body, and again every third year thereafter, the a
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 30(3) and (4). At-therequest-ofthe

oOMPCUIoOn-—Oro NMembe o ho NI m n o the o Mmont nra~a do
a1V 3 v ay a 3

748

5. The Member States shall report to the Commission and to the other 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 and surveillance activities, including details of the verification of
technical and clinical reviews conducted by the authority. 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.

™7 Pcy: Deleted part already covered.

™8 DE: Add paragraph on authorities' need to document findings.
™9 NL: Delete - too burdensome. IE, FR, AT, UK: Support for this subparagraph.
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Article 33a™°

Technical and clinical assessments of certain notified bodies
In addition, as part of the surveillance activities set out in paragraphs3-and-4-of Article 33
of this Regulation, national authorities responsible for notified bodies submit-details-of

bedies-shall assess an appropriate number of notified body reviews of manufacturers’
clinical evaluations and technical document to verify the conclusions drawn by the notified
body based on the information presented by the manufacturer. These reviews shall be

conducted both off site and on-site”"

The sample of files assessed shall be planned and representative of the types and risk of
devices certified by the notified body—The-sample-chosen-shall-be-representative,
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.

The national authority responsible for notified bodies shall assess that the review by the
notified body was conducted appropriately and verify the conclusions drawn by the notified
body.

.....
rrrrr

ands-when-neeessary-external-elinical-expertise: These assessments shall be conducted

utilising common technical specifications provided for in Article 7.

Based on UK suggestion. Pcy: Inclusion of this article depends on the outcome of the
discussion on Article 44 and Chapter VIII (role of MDCG).
Pcy question: Is this according to best practice?

17097/14 ADD 2 LES/tal 96
ANNEX DGB 3B LIMITE EN



The national authority responsible for notified bodies shall on an annual basis provide a

ON O 1 q ho 1
v Z v v v

report detaili

%
’

detailing the outcome of the assessments

conducted at national level. This report shall be uploaded alongwith-the neotified-body
assessment to the European databank referred to in Article25 .

The assessments referred to in paragraph 1, 2 and 3 of this article shall form part of the re-

assessment of notified bodies every third year in accordance with the procedure described

in Article 30(2) and (3) and the assessment activities referred to in Article 35(2a). These
assessment shall be conducted utilising appropriate expertise. -The MDCGwill-coordinate
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6. The MDCG may, based on performance-in-previous-clinical-assessments; the reports of

wmonitoring these assessments by the national authority and or joint assessment teams, and

inputs from the market surveillance and post-market surveillance activities described in
Chapter 7, recommend that the sampling, either by national authority or as part of a joint
assessment activity, shall cover 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 84(3).
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Article 34
Changes to notifications
1.  The Commission and the other Member States shall be notified of any subsequent relevant
changes to the notification by the national authority responsible for notified bodies. Where
the-change-extends-the-seope-of-the-notificationthe-The procedures described in Article
30(2) to (6) and in Article 31 shall apply to changes where they entail an-##e 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 31(10).

1a.7*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 one
year before ceasing its activities. The certificates may remain valid for a temporary period
of six months after cessation of activities on condition that another notified body has
confirmed in writing that it will assume responsibilities for these products and-hrave
pending confirmation of the completed assessment of the devices by the end of that time

period by the new notified body.

2. Where a national authority responsible for notified bodies has ascertained that a notified body
no longer meets the requirements set out in Annex VI, or that it is failing to fulfil its
obligations, the authority shall suspend, restrict, or fully or partially withdraw the notification,
depending on the 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.

2 Based on FR suggestion.
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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 etther
processed-by-anether notified bedy-or-kept available for the national authorities™* ™
responsible for notified bodies and national authorities responsible for market surveillance at

their request.

3 HU: delete "suspension" here and add new sentence: "In the event of suspension, the Member

State shall take appropriate steps to ensure that the files of the notified body concerned are
kept available for the national authorities responsible for notified bodies and for market
surveillance at their request."

HU: Only authority should provide documentation.

DE: Manufacturer should be able to transfer the data elsewhere. Why need this? AT: support.

754
755
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4.  The national authority responsible for notified bodies shall assess whether the reasons which
gave rise to the change to the notification have an impact on the certificates issued by the
notified body and, within three months after having notified the su#spension;restrietion;
extension;change-orwithdrawal-of changes to the notification, shall submit a report on its

findings to the Commission and the other Member States. 7>® Where necessary to ensure the

safety of devices on the market, that The-national-competent authority respoensiblefor
notified-bodies-shall instruct the notified body to suspend or withdraw, within a reasonable

period of time determined by the authority, any certificates which were unduly issued”’. ¥

certificatesunduly-issued: The authority shall enter into the electronic system mentioned in
Article 43 paragraph 4 all certificates which it has suspended or withdrawn and inform the
competent authority for medical devices of the Member State where the manufacturer
concerned or his authorised representative has his registered place of business through this
electronic system. Where necessary to avoid a potential risk to the health or safety of
patients, users or others the authority responsible for the manufacturer of the device or his

authorised representative shall take the appropriate measures. 78

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

following circumstances:

36 ES: NCAs should also be able to recall certificates issued unduly. Also concerned with what

happens with products that are in the market. It shares concerns.

7 HU: Why not immediate effect.

78 Based on DE suggestion supported by IE, AT.

™ IE., AT, UK: Delete whole paragraph. But who takes over? FR concerns. ES supports
paragraph but role of NCA should be limited to mediate.
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(2)

(b)

in the case of suspension or restriction of a notification: on condition that, within one
month of the suspension or restriction, that the national authority has confirmed that
there is no safety issue for certificates affected by the suspension or restriction and
shall outline a timeline and actions anticipated to remedy the suspension or
restriction. The authority, that no certificates relevant to the suspension will be
issued, amended or re-issued and shall indicate 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. If the notified body does not
have the capability that national authority shall confirm that, within three months of
the suspension or restriction, either the competent authority for in vitro diagnostic
medical devices of the Member State in which the manufacturer of the device covered
by the certificate is established, or another notified body confirm in writing that it is
temporarily assuming the functions of the notified body to monitor and remain
responsible for the certificates during the period of suspension or restriction,

in the case of restrietion-or withdrawal of a notification: for a period of three months’®
after therestrietionor withdrawal. The competent authority for in vitro diagnostic
medical devices of the Member State in which the manufacturer of the device covered
by the certificate is established may extend the provisional validity of the certificates
for further periods of three months, which altogether may not exceed twelve months,

761 762 . . .
issue associated with the

provided that it has confirmed that there is no safety
devices in question and that another notified body has confirmed in writing that it will

assume immediate responsibilities for these products and will have completed

assessment of the devices by the end of that time itis-assurming-the funetions-of the
notHied-body-durigthis period.

760

761
762

BE: 3 months is too long time for IVDs of Class D, therefore NCA responsibility should start
on Day 1.

DE: NCA should judge if there is a risk.

IT: Also an electronic mechanism for safety warnings is needed.
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The authority or the notified body assuming the functions of the notified body affected by the
change of notification shall immediately inform the Commission, the other Member States

and the other notified bodies thereof.

Article 357

Challenge to the competence of notified bodies

1. 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
competent authority responsible for notified bodies is and-the MDCG-are informed and are
is given opportunity to investigate these concerns.”® It may also commence such
investigations on its own initiative.

2. The notifying Member State shall provide the Commission, on request, with all information
regarding the notification of the notified body concerned.

763 DE: Already covered in 33(4) so delete whole article. Open to use of implementing acts.

64 AT: Compare other Regulations.

7S DK, IE, AT, UK: MDCG should be involved.
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2a. The Commission in conjunction with the MDCG may initiate the assessment process

described in Article 30(3) and (4) when there is reasonable concern about the ongoing

compliance of a notified body or a subsidiary or subcontractor of the notified body with the

requirements set out in Annex VI and the investigation of the national authority is not

deemed to have fully addressed the concerns . The reporting and outcome of this

assessment process will follow the principles of Article 30(5) and 30(6) without necessarily

the inclusion of a notification. Alternatively, depending on the severity of the issue, the

Commission in conjunction with the MDCG may request that the national authority
responsible for notified bodies allow for participation of up to two experts from the list
described in Article 30(3) in an on-site assessment as part of the planned monitoring and
surveillance activities in accordance with Article 33_and as outlined in the annual plan

described in paragraph 3 therein.

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

notification if necessary.

Where the Member State fails to take the necessary corrective measures, the Commission
may, by means of implementing acts, suspend, restrict or withdraw the notification. Those
implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 84(3). It shall notify the Member State concerned of its decision and update the

database and list of notified bodies.

3a. The Commission shall ensure that all sensitive information obtained in the course of its

investigations is treated confidentially. 766

766 Based on SE suggestion. (Compare article R26(3) of Decision 768/2008/EC). Could also be
included in Chapter X.
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Article 36
d Exchange

of experience between national authorities responsible for notified bodies

1. The Commission shall provide for the organisation of exchange of experience and

coordination of administrative practice between the national authorities responsible for

notified bodies under this Regulation. This shall address elements including:

(a) Development of best practice documents relating to the activities of the national
authority responsible for notified bodies;

(b) Development of guidance documents for notified bodies in relation to the
implementation of this Regulation;

(c) Training and qualification of the experts referred to in Article 30.3;

(d) Monitoring of trends relating to changes to notified body notifications and trends in
certificate withdrawals and transfers between notified bodies;

(e) Monitoring of the application and applicability of scope codes referred to in Article
31.4a

(f) Development of a mechanism for peer review between authorities;

(8) Methods of communication to the public on the monitoring and surveillance activities
of authorities and the Commission on notified bodies for medical devices.

2. The national authorities responsible for notified bodies shall participate in a peer review in

accordance with the mechanism agreed in Article 36(1).

3. The Commission shall participate in the organisation and implementation of the peer

review mechanism, including the peer review activities.
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The Commission may, by means of implementing acts, adopt measures setting out the
modalities and associated documents for the peer review ,and training and qualification

mechanisms referred to in paragraph 1. Those implementing acts shall be adopted in

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

767

768
769

770

DE, PL: Useful but resource constraints. Alternative proposal on auditing procedure with
Commission participation (such is the case in food safety monitoring) IT also concerned but
there should be a list of profiles of the notified bodies and their activities per MS.

AT, ES: Why every three years. Leave it open-ended. BE: Keep timeframe.

AT: Use experience from Joint Assessment Teams when drafting this. DE: Since there are
already JATs what is the benefit of additional peer-review? IE, PT: JAT is for notified bodies
whereas peer review involves NCAs.

BE: Annual plan should be MDCG’s responsibility.
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1ve suggestion.

Taken from DE alternati

771
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Article 37

Coordination of notified bodies

The Commission shall ensure that appropriate coordination and cooperation between notified
bodies is put in place and operated in the form of a coordination group of notified bodies in the field
of medical devices, including in vitro diagnostic medical devices.

The bodies notified under this Regulation shall participate in the work of that group.

Article 38

72
Fees

1.  The Member State where the bodies are established shall levy fees on applicant conformity
assessment bodies and on notified bodies. These fees shall-wheHy-erparthy cover the costs

relating to the activities exercised by the national authorities responsible for notified bodies
3

and by the joint assessment teams’’

in accordance with this Regulation.

2

72 1E, ES, UK: Delete this Article in view of Article 82 provisions. Cion: defends its proposal.
73 Addition based on DE suggestion.
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Chapter V'™
Classification and conformity assessment

Section 1 — Classification

Article 39
Classification of in vitro diagnostic medical devices
1. Devices shall be divided into classes A, B, C and D, taking into account theirintended
purpose intended by the manufacturer’ > and inherent risks. Classification shall be carried

out by—tke—maanétetwe#m under-itsresponsibility’ | in accordance with the classification

criteria set out in Annex VII.

2. Any dispute between the manufacturer and the notified body concerned, arising from the
application of the classification criteria, shall be referred for a decision to the competent

authority””®

of the Member State where the manufacturer has his registered place of business.
In cases where the manufacturer has no registered place of business in the Union and has not
yet designated an authorised representative, the matter shall be referred to the competent
authority of the Member State where the authorised representative referred to in the last

indent of point (b) of Section 3.2. of Annex VIII has his registered place of business.

7 The text in this chapter is from 15279/14 and has been updated by the IT Pcy following the

Working Party on 11 and 12 November 2014. Article 42 is however from doc. 13482/14.

DS 1483/13 DE replace ‘intended purpose’ by ‘purpose intended by the manufacturer’.

76 DK, ES, AT delete “by the manufacturer”.

77 Following MD Proposal - DK, ES, AT delete “by the manufacturer under its responsibility”.
DE, IE, IT, LT, PL, PT it should be clarified that classification is an act of the responsibility
of the manufacturer. Pcy compromise proposal, delete “under its responsibility”.

SK who is the authority that decides? The current Directive states that it is the competent
authority which appoints the notified body; this provision should be retained. DK support.

775

778
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3a.

3b.

The Atleastt4-dayspriorto-any-deeision; the competent authority shall notify the MDCG
and the Commission of its envisaged decision.”””

At The Commissionmay-at  ° " the q duly substantiated request of a Member State the

Commission shall’® er-enits-own-initiative-and after consulting the MDCG, the

Commissionmay ™ decide, by means of implementing acts, deeide on the following:

(a) application of the classification criteria set out in Annex VII to a given device, or
category or group of devices, with a view to determining their classification;

(b) that a device, or category or group of devicessshould shall for compelling reasons of
public health based on new scientific evidence, by way of derogation from the

classification criteria set out in Annex VII, be classified in a higher another class.

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

means of implementing acts, on the issues referred to in paragraph 3, points (a) and (b).

Fhese The implementing acts referred to in paragraphs 3 and 3a and-3b shall be adopted in

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

779

780

781

782

783
784

UK would prefer that the communication is done after the decision has been taken. Cion the
communication should be done before the decision has been taken to allow any necessary
intervention. DE a decision from a national authority cannot be reviewed by Cion, only by a
national court. Cion the Commission can launch an infringement procedure.

DE, ES, IT, LV what is the purpose of the communication? What is the next step following
the communication?

PT, UK the decision should be communicated in order to achieve harmonisation of the
classification.

DS 1483/13 DE replace ‘Commission may, at the request of a Member State or on its own
initiative, by means of implementing acts, decide’ by ‘MDCG shall, at the request of a
Member State or of the Commission, give an opinion’.

DE when there is a need to upgrade the classification, the MDCG can take the initiative? The
Commission can take the initiative? Would it be done by means of delegated acts?

DS 1483/13 DE add the following sentence: ‘The Commission shall take a final decision
following the MDCG’ s opinion by means of an implementing act, adopted in accordance
with the examination procedure referred to in Article 88 (3).”

DE, AT there should be a deadline for Cion to act.

Pcy compromise proposal.
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In order to ensure the uniform application of the classification criteria set out in Annex VII

he lis] F technical Lsei .Ei735 | i . hich 1 Jab]

the Commission shall-be-empowered-to may adopt delegated implementing acts’*® in
accordance with Article 85 84 asregards-the-foHowing:

A1-o h Ae o N a¥a Jat o Saa" anaTayhballa a

6]99 1 1 . lati ! 1 6 . o . 3111'787

The Commission shall take into account any information which becomes available in the

course of the vigilance and market surveillance activities described in Articles 59 to 73.”

Section 2 — Conformity assessment

Article 40

Conformity assessment procedures
789 . E— . 790 791

1. Prior to placing a device on the market'™ eritsputting-into-serviee , manufacturers shall
undertake an assessment of the conformity of that device. The conformity assessment
procedures are set out in Annexes VIII to X.

85 DS 1257/13 AT suggested to add "and scientific". Cion agreed.

786 DK, ES, CY, AT, PT in relation to point (a), would prefer implementing acts (instead of
delegated acts) to be adopted on the initiative of the national authorities.

UK opposed to the delegated acts, suggested deleting the paragraph.
DK delegated acts provision should be moved to paragraph 3.
IT doubts whether delegated acts are the more appropriate.

87 DS 1483/13 DE replace ‘shall be empowered to adopt delegated acts in accordance with
Article 89 as regards the following: (a) deciding’ by ‘after having received an opinion by the
MDCG, shall by means of an implementing act, adopted in accordance with the examination
procedure referred to in Article 88 (3) decide’. Delete point (b).

88 Following MD Proposal.

™ Pey to add “or its putting into service” would imply that in-house products should be subject
to a conformity assessment; According to the preliminary results of the questionnaire,
delegations prefer to define specific requirements for in-house products.

0 BE, ES, AT, PT, SE, Cion reinstate the deleted words.

1 WP 11-12 November 2014: BE, ES, AT, SK, Cion add “or its putting into service”.
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Manufacturers of devices classified as class D, other than devices for performance evaluation,

shall be subject to a conformity assessment based on full quality assurance; and design
dossier examination and batch verification; as specified in Annex VIII. Alternatively, the
manufacturer may choose to apply a conformity assessment based on type examination as
specified in Annex IX; coupled with a conformity assessment based on production quality

assurance including batch verification; as specified in Annex X.

In addition, where a reference laboratory is designated in accordance with Article 78, the

notified body performing the conformity assessment shall request that reference laboratory to

794 795 796

verify by laboratory testing the claimed performance and the > compliance of the

device with the applicable CES, when available, or with other solutions chosen by the

manufacturer to ensure a level of safety and performance that is at least equivalent,”” 7* ™

as specified in Section 5.4 of Annex VIII and in Section 3.5 of Annex IX. Laboratory tests
performed by a reference laboratory shall focus on in particular analytical sensitivity using

. 1 800 .
reference materials™ " and-

. . 801 802
infection.

792

793
794
795
796
797

798
799
800
801

802

Following MD Proposal - Following the answers to question 1.2 of the questionnaire on
Chapter I1, article 4 (4).

Following MD Proposal - Pcy compromise proposal.

DS 1484/13 DE add ‘by laboratory testing’.

FR delete “by laboratory testing”.

DS 1365/13 BE add ‘the claimed performance and the’.

DS 1484/13 DE delete ‘when available, or with other solutions chosen by the manufacturer to
ensure a level of safety and performance that is at least equivalent,’.

DK, AT, Cion reinstate Cion text.

The highlighted text has been reinstated.

Cion delete “Laboratory tests...”.

DS 1484/13 DE add ‘Laboratory tests performed by a reference laboratory shall focus on in
particular analytical sensitivity using reference materials and diagnostic sensitivity using
specimens from early and established infection.’. DK, FR delete.

Cion delete ‘and diagnostic using specimens from early and established infection’.
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For companion diagnostics intended to be used to assess the patient eligibility for treatment
with a specific medicinal product, the notified body shall consult one of the competent
authorities designated by the Member States in accordance with Directive 2001/83/EC of the
European Parliament and of the Council of 6 November 2001 on the Community code
relating to medicinal products for human use®” or the European Medicines Agency (EMA) in
accordance with the procedures set out in Section 6.2 of Annex VIII and in Section 3.6 of

Annex IX.

Manufacturers of devices classified as class C, other than devices for performance evaluation,
shall be subject to a conformity assessment based on full quality assurance; as specified in
Annex VIII, except for its Chapter 11, with assessment of the design-documentation-within
the®™ technical documentation on a representative®® basis. Alternatively, the manufacturer
may choose to apply a conformity assessment based on type examination; as specified in

Annex IX coupled with @ conformity assessment based on product conformity verification

productionquality-assuranee; as specified in Annex X.

In addition, for devices for self-testing and near-patient testing, the manufacturer shall follow
the procedure for design-dossier technical documentation®® examination fulfil- the
supplementary-requirements set out in Section 6.1 of Annex VIII or in Seetion2-of

Annex IX.%7

803
804
805
806
807

OJ L 311, 28.11.2001, p. 67.

AT delete. DE support.

AT representative basis should be clarified and more detailed. DE support.

AT replace “design dossier” by “technical documentation”. DE support.

DS 1365/13 BE replace ‘fulfil the supplementary requirements set out in Section 6.1 of Annex
VIII or in Section 2 of Annex IX’ by ‘follow the procedure for design dossier examination set
out in Section 6.1 of Annex VIII or in Annex IX’.
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Eer In addition, for aff companion diagnostic intended to be used to-assess-the-patient
eligibility for-to-atreatment™ " with a specific medicinal product, the notified body shall
follow the procedure for design dossier examination and®® shall consult one of the
competent authorities designated by the Member States in accordance with Directive
2001/83/EC or the European Medicines Agency (EMA) in accordance with the procedures set
out in Section 6.2 of Annex VIII and in Section 3.6 of Annex IX.

810

808
809

810

Cion “use” is broader than “eligibility”.

DS 1365/13 BE replace ‘For companion diagnostic intended to be used to assess the patient
eligibility to a treatment with a specific medicinal product, the notified body’ by ‘In addition,
for all companion diagnostic intended to be used to assess the patient eligibility for treatment
with a specific medicinal product, the notified body shall follow the procedure for design
dossier examination and’.
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Manufacturers of devices classified as class B, other than devices for performance evaluation,
shall be subject to a conformity assessment based on full quality assurance, as specified in

Annex VIII.

In addition, for devices for self-testing and near-patient testing, the manufacturer shall follow

the procedure for design dossier examination folfil-the supplementaryrequirements set out
in Section 6.1 of Annex VIII erinAnnexitX®".

Manufacturers of devices classified as class A, other than devices for performance evaluation,
shall declare the conformity of their products by issuing the EU declaration of conformity

referred to in Article 15, after drawing up the technical documentation set out in Annex II.

However, if the devices are-intended-for near-patienttesting;®'* erif they are placed on the

market in sterile condition or have a measuring function, the manufacturer shall apply the
procedures set out in Annex VIII or in Annex X. Involvement of the notified body shall be
limited:

@)

(b) in the case of devices placed on the market in sterile condition, to the aspects of
manufacture concerned with securing and maintaining sterile conditions,

(c) in the case of devices with a measuring function, to the aspects of manufacture
concerned with the conformity of the devices with the metrological

: 814 815 816
requirements.

811

812
813
814
815
816

DS 1365/13 BE replace ‘fulfil the supplementary requirements set out in Section 6.1 of Annex
VIII or in Section 2 of Annex IX" by ‘follow the procedure for design dossier examination set
out in Section 6.1 of Annex VIII or in Annex IX.

DS 1365/13 BE delete ‘are intended for near-patient testing’.

DS 1365/13 BE delete point (a).

DE delete references to ‘aspects of manufacture’.

SE should only concern Class A products.

FR, AT delete point (c).
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6.3"7 Manufacturers may choose to apply a conformity assessment procedure applicable to devices

of a higher class than the device in question.®'®

Devices intended to be used in clinical performance studies, including devices® for
performance evaluation shall be subject to the requirements set out in Artieles48t0-58 Annex
b /A

The Member State in which the notified body is established may determine that all or certain
documents, including the technical documentation, audit, assessment and inspection reports,
relating to the procedures referred to in paragraphs 1 to 6 shall be available in an official
Union language. Otherwise they shall be available in an official Union language acceptable to

the notified body.*?! #22

817
818
819
820
821
822

This paragraph is reinstated.

AT, Cion reinstate paragraph 6.

DS 1365/13 BE add ‘intended to be used in clinical performance studies, including devices’.
DE, AT replace references to art. 48 — 58.

DE correspondence between notified body and manufacturer should be recorded.

ES should be drafted in the language of the competent authority of the manufacturer.
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9.  The Commission may, by means of implementing acts, specify the modalities and the

procedural aspects with a view to ensuring harmonised application of the conformity

assessment procedures by the notified bodies, for any of the following aspects:

the frequency and the sampling basis of the assessment of the-design-decumentation

within the technical documentation on a representative basis as set out in Sections
3.3.(c) and 4.5 of Annex VIII, in the case of devices classified as class C;

the minimum frequency of unannounced factory inspections®>* and sample checks to be
conducted by notified bodies in accordance with Section 4.4 of Annex VIII, taking into
account the risk-class and the type of device;

the frequency of samples of the manufactured devices or batches of devices classified as
class D to be sent to a reference laboratory designated under Article 78 in accordance
with Section 5.7 of Annex VIII and Section 5.1 of Annex X, or

the physical, laboratory or other tests to be carried out by notified bodies in the context
of sample checks, design dossier examination and type examination in accordance with

Sections 4.4 and 5.3 of Annex VIII and Sections 3.2 and 3.3 of Annex IX.

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 84(3).

824

823

FR replace ‘inspections’ by ‘audits’.

84 Following MD Proposal —-DE, AT support
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2a.

Article 41
Involvement of notified bodies
Where the conformity assessment procedure requires the involvement of a notified body, the
manufacturer may apply to a notified body of his choice, provided that the body is notified for

2 . .
823 the conformity assessment procedures and the devices

the conformity assessment activities
concerned. An Without prejudice to Article 44%*° an application may not be lodged in parallel

with mere-than-ene another notified body for the same conformity assessment activity.

The notified body concerned shall inform the other notified bodies of any manufacturer who
withdraws his application prior to the notified body's decision regarding the conformity

assessment, by means of the electronic system referred to in article 23.%*7 **

Manufacturers shall alse declare whether they have withdrawn an application with another

notified body prior to the decision of that notified body. 829

The notified body may require any information or data from the manufacturer which is

necessary in order to properly conduct the chosen conformity assessment procedure.

825
826
827

828
829

DE delete “conformity assessment activities™.

Article on change of Notified Body.

DS 1365/13 BE add ‘This information shall be available to the Competent Authorities
through the European databank on medical devices’.

DE add “by means of the electronic system referred to in article ”’; CZ, AT support.

UK manufacturers should also have to declare whether they have withdrawn an application
with another notified body prior to the decision. ES, HU, PT Support.
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832

Notified bodies and the personnel of notified bodies shall carry out their conformity
assessment activities with the highest degree of professional integrity and the requisite
technical®* and scientific competence in the specific field and shall be free from all pressures
and inducements, particularly financial, which might influence their judgement or the results
of their conformity assessment activities, especially as regards persons or groups with an

interest in the results of those activities. !

Article 4283 334
Mechanism for scrutiny of certain conformity assessments
Notified bodies shall notify the Commission of applications for conformity assessments for
devices classified as class D, with the exception of applications to supplement or renew
existing certificates. The notification shall be accompanied by the draft instructions for use
referred to in Section 17.3 of Annex I and the draft summary of safety and performance

referred to in Article 24 and, as soon as available, a summary of the notified body’s

preliminary conformity assessment report. In its notification the notified body shall

indicate the estimated date by which the conformity assessment is to be completed. The
Commission shall immediately transmit the notification and the accompanying documents to

the MDCQG.

830
831

832

833

834

DS 1257/13 AT add ‘and scientific’.

DE delete this provision, already in Annex. Cion preferable to keep this in the body of text
and not in the Annex.

DS 1520/13 FR add new paragraph: 5. The notified body shall perform unannounced factory
inspections of the manufacturer and, if appropriate, of the manufacturer's suppliers and/or
subcontractors, including sampling, as described in paragraph 4.4 of Annex VIII.’

HU Support. Cion Cannot put this in the text.

This Article comes from document 13482/14. It should be aligned to the solution for the
scrutiny mechanism of the Regulation on Medical devices in a way that reflects the
differences between MDs and IVDs. (The corresponding Article 44 of that Regulation is set
out in doc. 17152/14, together with changes to Article 42, Article 45 and Annexes VIII and IX
of that Regulation as well as a new Article 81a. See also doc. 15546/14.)

Pcy following MD Proposal
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2. Within 28 days of receipt of the information referred to in paragraph 1, the MDCG may
requestthe notified-body-te submit 8 comments on the summary of the notified body’s

preliminary conformity assessment report or ask for additional information that for

scientifically valid grounds is necessary for the analysis of the summary of the notified
body's preliminary conformity assessment report priorte-issuing-a-certificate. YUpon

3. Within 28 days of receipt of the additional information referred to in paragraph 2. tThe

MDCG may submit comments en-the-summary-of the preliminary-conformity-assessment-at

Subsequent requests for additional information from the MDCG shall not suspend the period

for the submission of comments.
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4.  The notified body shall give due consideration to any comments received in accordance with

paragraph 2 and paragraph 3. It shall convey to the Commission an explanation of how they

have been taken into consideration, including any due justification for not following the
comments received, and its final decision regarding the conformity assessment in question.

The Commission shall immediately transmit this information to the MDCG.

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

examination procedure referred to in Article 84(3).

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

criteria:

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

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

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

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

(e) public health concerns regarding a specific category or group of devices or the

technology on which they are based.

6.  The Commission shall make a summary of the comments submitted in accordance with

paragraph 2 or paragraph 3 and the outcome of the conformity assessment procedure

accessible to the public. It shall not disclose any personal data or information of commercially

confidential nature.
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The Commission shall set up the technical infrastructure for the data-exchange by an

electronic means between notified bodies and MDCG for the purposes of this Article.

The Commission, by means of implementing acts, may adopt the modalities and the
procedural aspects concerning the submission and analysis of the summary of the preliminary
conformity assessment in accordance with paragraphs 2 and 3. Those implementing acts shall

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

Article 43

Certificates
The certificates issued by the notified bodies in accordance with Annexes VIII, IX and X shall
be in an official Union language determined by the Member State in which the notified body
is established or otherwise in an official Union language acceptable to the notified body. The

minimum content of the certificates is set out in Annex XI.

The certificates shall be valid for the period they indicate, which shall not exceed five years.
On application by the manufacturer, the validity of the certificate may be extended for further
periods, each not exceeding five years; based on a re-assessment™ " in accordance with the
applicable conformity assessment procedures. Any supplement to a certificate shall remain

valid as long as the certificate which it supplements is valid.

835

DE The meaning of re-assessment should be clarified.
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3. Where a notified body finds that requirements of this Regulation are no longer met by the
manufacturer, it shall, taking account of the principle of proportionality, suspend or withdraw
the certificate issued or impose any restrictions on it unless compliance with such
requirements is ensured by appropriate corrective action taken by the manufacturer within an
appropriate deadline set by the notified body. The notified body shall give the reasons for its

decision.

4.  The Commission, in collaboration with the Member States, shall set up and manage an
electronic system to collate and process information on certificates issued by notified bodies.
The notified body shall enter into this electronic system information regarding certificates
issued, including amendments and supplements, and regarding suspended, reinstated,
withdrawn or refused certificates and restrictions imposed on certificates. This information

shall be accessible to the public.

5. Inthe light of technical progress, the Commission shall be empowered to adopt delegated acts
in accordance with Article 85 amending or supplementing the minimum content of the

certificates set out in Annex XI.
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Article 44%
Voluntary change of notified body
In cases where a manufacturer terminates his contract with a notified body and enters into a
contract with another notified body in respect of the conformity assessment of the same
device, the modalities of the change of notified body shall be clearly defined in an agreement

37 and the incoming notified body. This

between the manufacturer, the outgoing notified body

agreement shall address at least the following aspects:

(a) the date of invalidity of certificates issued by the outgoing notified body;

(b) the date until which the identification number of the outgoing notified body 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 date as of which the incoming notified body assumes full responsibility for the
conformity assessment tasks.

(€)*® the date of-transfer after which the full responsibility for the manufacturer’s products
including products assessed by the outgoing Notified Body is are assigned to the new
incoming notified body;

(f) the last serial number or batch number for which the outgoing Notified Body is

- 839
responsible.

On their date of invalidity, the outgoing notified body shall withdraw the certificates it has

issued for the device concerned.

836

837
838
839

PT include deadline for voluntary change. Cion Could include ‘date of transfer’ so products
after that date would be assigned to the new notified body.

DE delete “the outgoing notified body”.

Former point (ca) reworded.

ES, PT asked for including serial number, batch number and lot number.
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Article 45
Derogation from the conformity assessment procedures
By way of derogation® from Article 40, any competent authority may authorise, on duly
justified request, the placing on the market or putting into service®!; within the territory of
the Member State concerned, of a specific device for which the procedures referred to in
Article 40 have not been carried out and use of which is in the interest of public health or
patient safety®? *? health-if the-effectiveness-and safety-and-performance-of-that-device

odoa 344

The Member State shall inform the Commission and the other Member States of any decision

to authorise the placing on the market or putting into service®* of a device in accordance with

paragraph 1 where such authorisation is granted for use other than for a single patient.**®

840

841

842

843

844

845
846

AT derogation should be issued for a specific device. SK which competent authority can
authorise a derogation?

DE delete ‘or putting into service’.

Reinstated words.

DS 1520/13 FR replace ‘patient safety’ by ‘health of patients if the effectiveness and safety of
that device are presumed according to the current state of scientific knowledge.” ES support.
DK, DE, ES, NL, AT, PT, UK delete the last sentence of paragraph 45(1) and the
corresponding provision in paragraph 45(3).

DE delete ‘or putting into service’.

SE suggested setting out some criteria for when there is an obligation to inform the
Commission.
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Hponreguestbyv-a-Member State-and-wherethis i thetnterest-of Following an

information as referred to in paragraph 2, the Commission, in exceptional cases relating to

a public health threat or patients safety health in several Member States, if the-effeetiveness

of scientific knowledge 8‘” 8 may, by
means of implementing acts, extend for a determined period of time the validity of an
authorisation granted by a Member State in accordance with paragraph 1 to the territory of the
Union and set the conditions under which the device may be placed on the market or put into
service. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 84(3).

On duly justified imperative grounds of urgency relating to the health and safety of humans,

the Commission shall adopt immediately applicable implementing acts in accordance with the

procedure referred to in Article 84(4).%° **°

847

848

849
850

DS 1229/14 FR replace “Upon request by a Member State and where this is in the interest of
public health or patient safety in more than one Member State, the Commission” with
“Following an information as referred to in point 2, the Commission, in exceptional cases
relating to public health threat or patients safety in several Member States, if the effectiveness
and safety of that device can be presumed according to the current state of scientific
knowledge ”

NL replace ‘Upon request by a Member State and where this is in the interest of public health
or patient safety’ with ‘Upon request by a Member State or where this is in the interest of
public health and patient safety’. LV, PL support.

NL more detail required — not clear how Cion will deal with this procedure. PL support.

DE delete Art 45(3). ES, PL, SK support.
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Article 46%
Certificate of free sale®
For the purpose of export and upon request by a manufacturer or an authorised
representative, the Member State®> in which the manufacturer or the authorised
representative has its registered place of business shall issue a certificate of free sale

declaring that the manufacturer or the authorised representative, as applicable, is properly

established®* registered-in-the Member-State-in-question and that the device in question

855

bearing the CE-marking in accordance with this Regulation may be legally  marketed in the

Union. The certificate of free sale shall be-valid-for-the-period-indicated-onit which-shall-not
exceed-five-years-and-shall netexceed-the-~validityofthe set out the identification of the

device in the electronic system set up under Article 23. Where a notified body has issued a

certificate referred to in Article 43, the certificate of free sale shall set out the number of the

. . o . . 856 857
certificate issuedfor-the-devieenquestion.

The Commission may, by means of implementing acts, establish a model for certificates of
free sale taking into account international practice as regards the use of certificates of free
sale. Those implementing acts shall be adopted in accordance with the advisory procedure

referred to in Article 84(2).

851
852

853
854
855
856

857

Pcy following MD Proposal - Text based on the document MDEV-51 (10 April 2014).

This Article should be associated with a new recital:

"(X) It is appropriate that certificates of free sale contain information that makes it possible
to use the European databank on medical devices (Eudamed) in order to obtain
information on the device and in particular whether it is on the market, no longer
manufactured, withdrawn from the market or recalled and on any certificate on its
conformity."

DE It should be specified that the Competent Authority must issue the certificate.

Highlighted words are reinstated.

DS 1520/13 FR delete ‘legally’

DS 1365/13 BE replace ‘shall be valid for the period indicated on it which shall not exceed

five years and shall not exceed the validity of the certificate referred to in Article 43 issued for

the device in question.” by ‘represents the status at the date of issue. It shall not indicate a

period of validity.” DE, ES, IT, PL, PT support.

DS 1520/13 FR replace ‘which shall not exceed five years and shall not exceed the validity of

the certificate referred to in Article 43 issued for the device in question’ by ‘That period shall

not exceed the validity of the certificate.’.
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Chapter VI
Clinical-evidenee Performance evaluation and performance studies®*

Article 47%%°

General requirements regarding clinical evidence

Confirmation of conformity with the requirements, in particular those concerning the
performance characteristics referred to in Section I and Section I1.6 of Annex I and where
applicable other requirements of Annexes Ila under the normal conditions of the intended
use of the device, and the evaluation of the interference(s) and cross-reaction(s)*® and of
the acceptability of the benefit/risk ratio referred to in Sections 1 and 5 of Annex I, shall be
based on scientific validity, analytical and clinical performance data®® providing sufficient

clinical evidence.

The manufacturer shall specify and justify the level of the clinical evidence necessary to

demonstrate compliance with the relevant essential requirements on safety and

performance whieh-shall-correspond-te The level of evidence should be appropriate to the

characteristics of the device and its intended purpose.

To that end, manufacturers shall plan, conduct and document a performance evaluation in

accordance with the-principles-set-outin this Article and with Part A of Annex XII.

% DS 1340/14 BE, DE, IE, AT.

89 DS 1340/14 BE, DE, IE, AT.

860 Following MD proposal and DS 1340/14.

%1 DS 1340/14 BE, DE, IE, AT interference(s) and cross-reaction(s) more appropriate for IVDs
than undesirable side-effects (MD).

DS 1340/14 BE, DE, IE, AT scientific validity, analytical and clinical performance data
(IVD) are analogous to the clinical data(MD).

862
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864
3.

The clinical evidence shall support the intended purpose of the device as stated by the
manufacturer and be based on a continuous process of elinical performance evaluation,

following a elinieal performance evaluation plan.863

A performance evaluation shall follow a defined and methodologically sound procedure for
the demonstration of the following, in accordance with the principles set out in this Article
and with Annex XII:

(a) scientific validity;

(b) analytical performance;

(c¢) clinical pei‘formance865.

The data and conclusions drawn from the assessment of these elements shall constitute the
clinical evidence for the device. The clinical evidence shall scientifically demonstrate that
the intended clinical benefit(s) and safety will be achieved according to the state of the art

in medicine. The clinical evidence derived from performance evaluation shall inelude

provide scientifically valid assurance, ineluding all-the-information-supperting the-seientifie

that the relevant

general safety and performance requirements set out in Annex I, under normal conditions

of use, are fulfilled.

863

864
865

17945/13 Part A 1 Performance evaluation of a device is a continuous process by which data
are assessed and analysed to demonstrate the scientific validity, analytical performance and
clinical performance of that device for its intended purpose as stated by the manufacturer. To
plan, continuously conduct and document a performance evaluation, the manufacturer shall
establish and update a performance evaluation plan. The performance evaluation plan shall
specify the characteristics and the performance of the device and the process and criteria
applied to generate the necessary clinical evidence.

DS 1340/14 BE, DE, IE, AT.

DS 1340/14 BE, DE, IE, AT Performance data was required in all cases, but that it may not
always be necessary to conduct a clinical performance study and suggested that this should be
clearly stated in the text.

Working doc. MDEV-26 (Brussels, 4 July 2013) Working Party on 16 July 2013 (2.D §4)
This clarification is provided in Annex XII
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5.%7 The scientific validity data, the analytical performance data and—where-applicable;**® the

clinical performance data and their assessment shall be sammarised documented in reports
as part of a elinical-evidenee performance evaluation report referred to in Section 3 1.4 of
Part A of Annex XII, that shall include the clinical evidence derived from it. The elinieal
evidenee performance evaluation report shall be meluded-orfalbyreferencedin part of the

technical documentation referred to in Annex II relating to the device concerned.
6.3 The elinical-evidence performance evaluation and its documentation shall be updated
throughout the life cycle of the device concerned with data obtained from implementation of
the manufacturer's post-market performance follow-up plan, as part of the post-market
surveillance plan referred to in Article 8(6). The performance evaluation report shall be
updated at least annually with these data. For devices classified as class C and D, the
summary of safety and performance referred to in Article 24(1) shall be updated where

necessary.

866 DS 1340/14 BE, DE, IE, AT Repetition of the information provided in Annex XII.

57 DS 1340/14 BE, DE, IE, AT.

88 DS 1340/14 BE, DE, IE, AT The ‘where applicable’ should be deleted, as it clarified in the
annex that when clinical performance data or parts thereof is not applicable, then this shall be

duly substantiated in the performance evaluation report.
% DS 1340/14 BE, DE, IE, AT.
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Article 48%™
General requirements regarding elinieal® * performance studies
Chinteal Performance studies shall be subject to the provisions of Articles 48 to 58 of this
Regulation if they are conducted under fox one or more of the following conditions parpeses:

(a) where invasive sample taking is done only for the purpose of the performance study to

(b) where it concerns an interventional clinical performance study as defined in Article

870
871
872

DS 1340/14 BE, DE, IE, AT Moved to Article 48(1b).

DS 1340/14 BE, DE, IE, AT.

DS 1340/14 BE, DE, IE, AT There is also a possibility to have the need for invasive
sampling in the phase of the analytical performance studies. Definition (33) 'clinical
performance study’ means a study undertaken to establish or confirm the clinical performance
of a device. Performance studies where invasive samples are taken to establish or confirm the
analytical performance of a device (which might incur some risk to subjects) would be
excluded from the scope of Art 48-58, if one reverted to clinical performance studies only.
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(c) where the conduct of the study, including specimen collection, involves invasive

procedures or other risks for the subjects of the studies®” to-determine-anylimitsto

. .. . . . . 874
(d) in case of performance studies involving companion diagnostics™ ;

(e) in case of clinical performance studies with high public health impact®”.

la. Performance studies using only left-over specimens shall be conducted in line with relevant
ethical and data protection requirements but are not subject to Articles 48 to 58 of this

Regulation.

3 DS 1340/14 BE, DE, IE, AT The text "where the conduct of the study, including specimen
collection, involves invasive procedures or other risks for the subjects of the studies" comes
from former Article 49(6)

874 DS 1340/14 BE, DE, IE, AT Compare Article 49(6) and doc. 11423/14.

%5 DS 1340/14 BE, DE, IE, AT This indent is based on a suggestion from a minority of experts
and therefore placed in square brackets, e.g. performance studies on vCJD.
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16.5%The manufacturer shall ensure that the a device used for performance evaluation877

complies with the general requirements of this Regulation apart from the aspects covered
by the performance evaluation and that, with regard to those aspects, every precaution has

been taken to protect the health and safety of the patient, user and other persons.

The manufacturer shall undertake to keep available to the competent authorities and the
EU reference laboratories the documentation allowing an understanding of the design,
manufacture and performances of the device, including its expected performance, so as to
allow assessment of conformity with the requirements of this Regulation. This
documentation shall be kept for at least five years after the performance evaluation last

placing on the market of the device in question has ended.

Performance Slinieal-performanee studies shall be performed in circumstances similar to the

normal conditions of use of the device.

876

877

DS 1340/14 BE, DE, IE, AT This paragraph is identical to Article 47(7) of document
11423/14 except for some words.

DS 1340/14 BE, DE, IE, AT Definition (36) 'device for performance evaluation' means a
device intended by the manufacturer to be subject to one or more performance evaluation
studies in laboratories for medical analyses or in other appropriate environments outside the
manufacturer's own premises. Devices intended to be used for research purposes, without any
medical objective, are not regarded as devices for performance evaluation;

'device for performance evaluation' concern these devices that are not yet fully in conformity
with the requirements of the IVD legislation, but which are provided outside the
manufacturer's own premises for further performance evaluation.

It is restricted to a labelling requirement: it provides the possibility to ensure that 'device for
performance evaluation' will not be marketed or used for medical purposes.

The requirement set on devices that are used for performance evaluation (Articles 48 to 58)
with regard to the protection of the health and safety of the patient, user and other persons,
shall also be applicable to those devices used in environments inside the manufacturer's own
premises.
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3.3%% Where the sponsor is not established in the Union, he that sponsor shall ensure that a natural

or legal person contactpersen is established in the Union as its legal representative. That
contactperson Such legal representative shall be responsible for ensuring compliance with
the sponsor's obligations pursuant to this Regulation, and shall be the addressee for all
communications with the sponsor provided for in this Regulation. Any communication to that

contaetpersen legal representative shall be considered as communication to the sponsor.

Member States may choose not to apply paragraph 1 as regards performance studies to be
conducted solely on their territory, or on their territory and the territory of a third country,
provided that they ensure that the sponsor establishes at least a legal representative on their
territory in respect of that performance study who shall be the addressee for all

communications with the sponsor provided for in this Regulation.

4.  All ehnieal performance studies shall mst be carried out in accordance with the Helsinki
Declaration, and shall be designed and conducted in a way that the rights, safety and well-
being of the subjects participating in such ehnieal performance studies are protected and that
the elinieal data generated in the ehinieal performance study are going to be reliable and

robust.

5. All elinteal performance studies shall be designed, conducted, recorded and reported in

accordance with Section 2 of Annex XII.

878 Following MD proposal and DS 1340/14.
87 DS 1340/14 BE, DE, IE, AT.
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6a.%*' 4 performance study according to paragraph 1 may be conducted only where all of the
following conditions are met:

(a) the performance study was subject to an authorisation by a competent authority of the
Member State(s) concerned, in accordance with this Regulation, unless otherwise
stated;

(b) an independent Ethics Committee, set up according to national law, has issued a
favourable opinion on the planned performance study;

(c) the sponsor or its legal representative is established in the Union;

(d) the foreseeable risks and inconveniences to the subject are medically justifiable when
weighed against the device's potential relevance for medicine;*"

(¢)®® the subject or, where the subject is not able to give informed consent, his or her legal
representative has given informed consent, according to Article 29 of Regulation
(EU) no 536/2014 on clinical trials on medicinal products for human use, and
repealing directive 2001/20/EC*;

(f) the rights of the subject to physical and mental integrity, to privacy and to the
protection of the data concerning him or her in accordance with Directive 95/46/EC
are safeguarded;

(2) ¥ the sponsor has provided an insurance policy according to national provisions, a
guarantee or a similar arrangement that is equivalent as regards its purpose and
which is appropriate to the nature and the extent of the risk in the event that a person
is killed or a person's body or health is harmed or impaired in the course of the
performance study;

(h) where appropriate, biological safety testing reflecting the latest scientific knowledge
or any other test deemed necessary in the light of the device's intended purpose has
been conducted;

(i)  the analytical performance has been demonstrated, in case of clinical performance

studies;

80 DS 1340/14 BE, DE, IE, AT.

881 AT this shall not be prerogative to individual or group benefit.
882

Following MD Proposal.
8 OJL15827.5.2014p. 1.
84 Following MD Proposal.
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(G) the technical safety of the device with regard to its use has been proven, taking into
consideration the state of the art as well as provisions in the field of occupational

safety and accident prevention.

Article 49

Application for interventional clinical performance studies and other elinieet

performance studies involving risks for the subjects of the studies

The sponsor of a elinieal performance study according to Article 48(1) shall submit®*®

by
means of the electronic system referred to in Article 51 an application to the Member
State(s) in which the study is to be conducted accompanied by the documentation referred to
in Section 2 of Annex XII and in Annex XIII. The electronic system referred to in Article 51
shall generate a union wide unique single identification number for this performance study
which shall be used for all relevant communication in relation to the performance study

concerned.®® Within six fifteen®® days after receipt of the application, the Member State

concerned shall notify the sponsor whether the ehnteal performance study falls within the

scope of this Regulation and whether the application is complete.

889

885
886
887
888
889

Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
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4a.

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

complete the application.

Where the sponsor has not provided comments nor completed the application within the time-
period referred to in the first subparagraph, the application shall be eensidered-as-withdrawn
deemed to have lapsed. Where the sponsor considers the application is complete but the

competent authority does not , the application shall be considered as rejected. 890

The Where-the Member State has-#e shall notify netnetified the sponsor aceerdingte
paragraph2 within fen three days®"' following receipt of the comments or of the completed
application; whether the ehnieal performance study is shalt-be considered as falling within the
scope of this Regulation and the application shall-be-considered is completed®>.

For the purposes of this Chapter, the date on which the sponsor is notified in accordance with

paragraphs 2 or 3 shall be the validation date of the application. Where-the-spenserisneot

In the period during which the application is being assessed the Member State may request,
additional information from the sponsor. The expiry of the deadline pursuant to the second
indent of paragraph 5(b) shall be suspended from the date of the first request until such

time as the additional information has been received.

890
891
892
893

Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
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894
5.

(2)

(b)

The sponsor may start the elinteal performance study in the following circumstances:

in the case of devieesfor performance evaluationelassified-aselass C-erDassoonas
studies according to Article 48(1)(a) and where the specimen collection does not
represent a major clinical risk to the subject of the study, immediately after the
validation date of application described in paragraph 4, provided that the competent
ethics committee in the Member State concerned has issued a favourable opinion
Fed d i I

in the casc of devieestor performaneeevaluation-classtiedasehssA-or Bimmediately

frerthe date of application date of validation. vrovided that the Member S

0 y <t C—vv

being-ofthesubjects-to-the-clinteal performanece-study-are protected performance

studies according to Article 48(1)(b), (c), (d) and (e) or performance studies other

than those referred to in subparagraph (a):

- as soon as the Member State concerned has notified the sponsor of its approval
and the competent Ethics committee in the Member State concerned has issued
a favourable opinion, or

- after the expiry of 60 days after the validation date referred to in paragraph 3,
unless the Member State concerned has notified the sponsor within that period

of its refusal and provided that the Ethics committee in the Member State

. o o 895
concerned has issued a favourable opinion;

894

Following MD proposal and DS 1340/14.

85 DS 1002/14 DE — DS 1446/13 AT.
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6.  Member States shall ensure that the persons assessing the application do not have conflicts of
interest and that they are independent of the sponsor, the institution of the study site(s) and the

investigators involved, as well as free of any other undue influence.

Member States shall ensure that the assessment is done jointly by a reasonable number of
persons who collectively have the necessary qualifications and experience. In the assessment,
the view of at least one person whose primary area of interest is non-scientific shall be taken

into account. The view of at least one patient shall be taken into account.

7. The Commission shall be empowered to adopt delegated implementing acts in accordance
with Article 85 86 amending or supplementing, in the light of technical progress and global
regulatory developments, the requirements for the documentation to be submitted with the

application for the clinical performance study that is laid down in Chapter I of Annex XIII.

Article 50
Registration of interventional clinical performance studies and other elinieal performance studies
involving risks for the subjects of the studies
1.  Before commencing the elnteal performance study, the sponsor shall enter the following
information regarding the performance study which shall be accessible to the public
through ix the electronic system referred to in Article 51 thefeHowing informationregarding
the-chinteal performaneestudy:
(a) the single identification number of the ehnteal performance study;
(b) the name and contact details of the sponsor and, if applicable, his legal representative
eontaetpersen cstablished in the Union;
(c) the name and contact details of the natural or legal person responsible for the
manufacture of the device ferperformanee-evaluation, if different from the sponsor;

(d) the description of the device forperformance-evaluation;
(e) the description of the comparator(s), if applicable;

(f) the purpose of the elinteal performance study;
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(g) the status of the elinieal performance study.
(h) for interventional clinical performance studies additional data necessary to register a
clinical performance study in a public registry which is a primary or partnered

registry of, or a data provider to, the WHO ICTRP.*® ¥’

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

Article 51.

The information referred to in article 51(4) shall be accessible to the public, through the

electronic system referred to in Article 51. ;unless;for-all-orparts-of thatinformation;

No personal data of subjects participating in the clinical performance study shall be accessible

to the public.

896
897

This point is based on Article 25(6) of the Clinical Trials Regulation.

DS 1340/14 BE, DE, IE, AT Consider bringing the list of public accessible information into
alignment with WHO format c¢fr MD regulation, specifically for interventional clinical
performance studies.
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Article 51
Electronic system on interventional clinical performance studies and
other elinieal performance studies involving risks for the subjects of the studies
1.  The Commission shall, in collaboration with the Member States, set up, and manage and

maintain®® an electronic system (portal and database) on interventional clinical performance
studies and other ehnieal performance studies involving risks for the subjects of the studies
(aa) to create the single identification numbers for such clinical performance studies; and
(ab) to be used as an entry point for the submission of applications for performance

studies™’ referred to in Article 49(42), and-to-collate-and-process-the-following
wformation: for registration according to Article 50 and for all other submission of

data, or processing of data in this context;

@)

(b) for the exchange of information relating to performance studies in accordance with

this Regulation between the Member States and between them and the Commission #

aceordancewith-Asticle 54; and

(ca) for information by the sponsor according to Article 57;

(d) for reporting the-reperts on serious adverse events and device deficiencies referred to in

Article 57(2)-in-case-of single application inaccordance with Article 56.°"

898
899
900

Following MD Proposal.
Following MD Proposal.
Following MD Proposal.
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2a.

When setting up the electronic system referred in paragraph 1, the Commission shall ensure
that it is interoperable with the EU database for clinical trials on medicinal products for

human use set up in accordance with Article [...] of Regulation (EU) No fRef—effuture
Regulation-on-clinteal-trials} 536/2014 as concerns performance evaluation studies of

. . . 1
companion diagnostics”

. With the exception of the information referred to in Article 50, the
information collated and processed in the electronic system shall be accessible only to the

Member States and to the Commission.

Within one week of any change occurring in relation to the information referred to in
paragraph 1 or in Article 50(1), the sponsor shall update the relevant data in the electronic

system referred to in this Article.”"”

The Commission shall be empowered to adopt implementing acts in accordance with Article
85 determining which other information regarding clinical performance studies collated and
processed in the electronic system shall be publicly accessible to allow interoperability with
the EU database for clinical trials on medicinal products for human use set up by Regulation

(EU) No 536/2014 Ref-offuture Regulation-on-ehinteal-trials}. Article 50 paragraphs (3) and
(4) shall apply.

901

902

Comment: Experts don't see a need for interoperability of both systems. In principle only an
exchange of data e.g. in case of performance studies of companion diagnostics would be
relevant.

Moved from Article 50(2) to this Article.
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4.°" The information shall be accessible to the public, through the electronic system referred to
in Article 51, unless, for all or parts of that information, confidentiality of the information
is justified on any of the following grounds:

(a) protection of personal data in accordance with Regulation (EC) No 45/2001,

(b) protection of commercially conﬁdential904 information, in particular through taking
into account the status of the marketing authorisation for the device, unless there is
an overriding public interest in disclosure,

e} effective supervision of the conduct of the clinical performance study by the Member
State(s) concerned.

Registration information according to Article 50 shall not be considered confidential.

903

It was discussed to move Article 50(3) to become 51(4).
904

WP July 8/9 DK p3 c) clarify “commercial sensitive” ES support, Pcy specify the term
“sensitive”, harmonize with CTR.
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Article 52
Interventional clinical performance studies and other etinieal performance studies
involving risks for the subjects of the studies with devices
authorised to bear the CE marking

Where a elinteal performance study is to be conducted to further assess devices which are
authorised in accordance with Article 40 to bear the CE marking and within its intended
purpose referred to in the relevant conformity assessment procedure, hereinafter referred to as
‘post-market performance follow-up perfermanee study’, the sponsor shall notify the
Member States concerned at least 30 days prior to their commencement if the study would
submit subjects to additionally®® invasive or burdensome procedures. The notification shall
be made by means of the electronic system referred to in Article 51. It shall be accompanied
by the documentation referred to in Section 2 of Annex XII and in Annex XIIL." Article
48 paragraph 5 points (b) to (i), Articles 48(H-te(5); 50, 53, 54(1) and 55(1), the first

subparagraph of Article 55(2) and the relevant provisions of Annexes XII and XIII shall

apply.907

If the aim of the ehinteal performance study regarding a device which is authorised in
accordance with Article 40 to bear the CE marking is to assess such device for a purpose other
than that referred to in the information supplied by the manufacturer in accordance with
Section 17 of Annex I and in the relevant conformity assessment procedure, Articles 48 to 58

shall apply.

905

906
907

DS 1340/14 BE, DE, IE, AT "additional" in "additionally invasive or burdensome
procedures" means only for the purpose of the study in addition to the standard procedures.
Following MD proposal.

Following MD proposal.
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Article 52a°"
Modifications to performance studies
The sponsor shall notify immediately the Member State(s) concerned any changes made to the
documents submitted pursuant to Article 49 paragraph 1 after having received an approval or
Jfavourable opinion pursuant Article 49 paragraph 5. The notification shall be made by means of
the electronic system referred to in Article 51. The changed documents shall be attached to the

notification and the changes shall be marked.

Article 53
Substantial modifications to interventional clinical performance studies and other etinieat
performance studies involving risks for the subjects of the studies

1.  If the sponsor infends to introduces’ modifications to a elinieat performance study that are
likely to have a substantial impact on the safety or rights of the subjects or on the robustness
or reliability of the elinieal data generated by the study, he shall notify’'’ by means of the
electronic system referred to in Article 51 the Member State(s) concerned’'" of the reasons
for and the content of those modifications. The notification shall be accompanied by an

912
I

updated version of the relevant documentation referred to in Annex XIII"* changes shall be

marked.

2. The sponsor may implement the modifications referred to in paragraph 1 at the earliest 30
days after notification, unless the Member State concerned has notified the sponsor of its
refusal based on considerations according to Article 51a paragraph 4 or the ethics

committee concerned has refused a favourable opinion based on grounds according to

Article 51c¢ paragraph 4 efpublichealth patientsafety-orpublic poliey.”"”

908
909
910
911
912
913

Following MD proposal.
Following MD proposal.
Following MD proposal.
Following MD proposal.
Following MD proposal.
Following MD proposal.
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Article 54
Information exchange between Member States on interventional
clinical performance studies and other elinieal performance studies
involving risks for the subjects of the studies
1.  Where a Member State has refused, suspended or terminated a elinieat performance study, or
has called for a substantial modification or temporary halt of a-ehnteal performance study, or
has been notified by the sponsor of the early termination of a elinteal performance study on
safety grounds, that Member State shall communicate its decision and the grounds therefor to
all Member States and the Commission by means of the electronic system referred to in

Article 51.

2. Where an application is withdrawn by the sponsor prior to a decision by a Member State that
Member State shall inform all the other Member States and the Commission of that fact, by

means of the electronic system referred to in Article 51.

Article 55
Information by the sponsor in the event of temporary halt or termination of
interventional clinical performance studies or of other elinieat performance studies
involving risks for the subjects of the studies
1. If the sponsor has temporarily halted a ehnteal performance study on safety grounds or has
early terminated a performance study’**, he shall inform the Member States concerned

within 15 days of the temporary halt or early termination, providing a justification’".

914
915

Following MD proposal.
Following MD proposal.
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2. The sponsor shall notify each Member State concerned of the end of a elinieal performance
study in relation to that Member State;-previdingajustificationin-the-eventofearly
termination’ °. That notification shall be made within 15 days from the end of the elinieat

performance study in relation to that Member State.

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

917

3.  Within one year from the end or early termination " of the ehnieal performance study, the

sponsor shall submit to the Member States concerned through the electronic system referred
to in Article 51 a-summaryof theresults-of the-clinical performance study-informof * a
ehinteal performance study report referred to in Section 2.3.3 of Part A of Annex XII. Where,
for scientific reasons, it is not possible to submit the elinteal performance study report within
one year, it shall be submitted as soon as it is available. In this case, the elinteal performance
study protocol referred to in Section 2.3.2 of Part A of Annex XII shall specify when the
results of the elinteal performance study are going to be submitted, together with an

explanation.

Article 56"
Interventional clinical performance studies and other elinieal performance studies involving
risks for the subjects of the studies conducted in more than one Member State®™
1. By means of the electronic system referred to in Article 51, the sponsor of the elinieal
performance study to be conducted in more than one Member State may submit, for the
purpose of Article 49, a single application that, upon receipt, is transmitted electronically to
the Member States concerned who have voluntarily agreed to that procedure concerning

that performance study.

916
917
918
919
920

Following MD proposal.
Following MD proposal.
Following MD proposal.
Following MD proposal.
Following MD proposal.
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In the single application, the sponsor shall propose one of the Member States concerned as
coordinating Member State. H-thatMember-State-doesnot-wish-to-be the coordinating
Member-State;it Concerned Member States shall agree, within six days efsubmissien of the
stagle application, agree on one of them taking the role of with-anether MemberState
concerned-that the latter shall-be the coordinating Member State. If no-ether Member-State
aceeptsto-be-the they do not agree on a coordinating Member State, the MemberState one

proposed by the sponsor shall be-the-eoerdinating Member-State take that role. H-anether

The deadlines referred to in Article 49¢2) shall start on the day following the notification of
the coordinating Member State to the sponsor (notification date) aceeptance.

Under the direction of the coordinating Member State referred to in paragraph 2, the Member
States concerned shall coordinate their assessment of the application, in particular of the
documentation submitted in accordance with Chapter I of Annex XIII, except for Sections
4.2,4.3 and 4.4 thereof which shall be assessed separately by each Member State

concerned. °*!

The coordinating Member State shall:

(aa) within six days922 of receipt of the single application notify the sponsor that it is the

coordinating Member State;

921
922

Following MD proposal.
DS 1479/14 AT Replace “6 days” by “ten days”.
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(a) within 6 10°* days of receipt of the single application notify the sponsor whether the
ehnieal performance study falls within the scope of this Regulation and whether the
application is complete, except for the documentation submitted in accordance with
Sections 4.2, 4.3 and 4.4 of Chapter I of Annex XIII for which each Member State shall
verify the completeness. Article 49(2) to (4) shall apply to the coordinating Member
State in relation to the verification that the elnieal performance study falls within the
scope of this Regulation and that the application is complete,”** having taken into
account considerations expressed by the other Member States concerned,’” except for
the documentation submitted in accordance with Sections 4.2, 4.3 and 4.4 of Chapter I
of Annex XIIL.°**® Concerned Member States may communicate to the reporting
Member State any considerations relevant to the validation of the application within
seven days from the notification date. Article 49(2) to (4) shall apply to each Member

State in relation to the verification that the documentation submitted in accordance with

Sections 4.2, 4.3 and 4.4 of Chapter I of Annex XIII is complete;

923
924
925

Following MD proposal.

Following MD proposal.

DS 1479/14 AT Add "having taken into account considerations expressed by the other
Member States concerned,".

Following MD proposal.

Following MD proposal.

926
927
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3a.

(©

establish the results of its assessment in a draft assessment report to be transmitted
within x days after the validation date to the concerned Member States. Until day y
after the validation date the other concerned Member States shall transmit their
comments and proposals on the draft assessment report and the underlying
application to the coordinating Member State, which shall take due account of it in
the finalization of the final assessment report, to be transmitted within 7 days
following the validation date to the sponsor and the concerned Member States. The
final assessment report shall be taken into account by the other Member States
concerned when deciding on the sponsor's application in accordance with Article 49
(5), except for Sections 4.2, 4.3 and 4.4 of Chapter I of Annex XIII, which shall be

assessed separately by each Member State concerned.”™

As concerns the assessment of the documentation related to Sections 4.2, 4.3 and 4.4
of Chapter I of Annex XIII, done separately by each Member State, the Member State
may request, on a single occasion, additional information from the sponsor. The
expiry of the deadline pursuant paragraph 2 shall be suspended from the date of the

request until such time as the additional information has been received.

Each Member State concerned shall notify the sponsor through the EU portal as to whether

the performance study is authorised, whether it is authorised subject to conditions, or

whether authorisation is refused. Notification shall be done by way of one single decision

within five days from the reporting date. An authorisation of a performance study subject to

conditions is restricted to conditions which by their nature cannot be fulfilled at the time of

that authorisation.

928

DS 1479/14 AT suggestion for MD Regulation: Replace “establish the results of the
coordinated assessment in a report to be taken into account by the other Member States
concerned when deciding on the sponsor's application in accordance with Article
49(5).” by “The Commission may, by means of implementing acts, set out the
procedures and timescales for a coordinated assessment led by the coordinating
competent authority that shall be taken into account by concerned Member States when
deciding on the sponsor’s application. Such implementing acts may also cover the
procedures for coordinated assessment in the case of substantial modifications pursuant
to paragraph 4 and in the case of reporting of events pursuant to Article 59(4). Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 88(3).”
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3b. Where the conclusion of the coordinating Member State is that the conduct of the clinical
performance study is acceptable or acceptable subject to compliance with specific
conditions, that conclusion shall be deemed to be the conclusion of the Member State

concerned.

Notwithstanding the previous subparagraph, a Member State concerned may disagree with
the conclusion of the reporting Member State concerning the area of joint assessment only
on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject
receiving an inferior treatment than in normal clinical practice in the Member State
concerned;

(b) infringement of national law;

(c) considerations as regards subject safety and data reliability and robustness submitted

under paragraph 3 point (c).

Where a Member State concerned disagrees with the conclusion, it shall communicate its
disagreement, together with a detailed justification, through the EU portal, to the

Commission, to all Member States concerned , and to the sponsor.

3c. A Member State concerned shall refuse to authorise a clinical performance study if it
disagrees with the conclusion of the coordinating Member State as regards any of the
grounds referred to in the second subparagraph of paragraph 4a, or if it finds, on duly
Jjustified grounds, that the aspects addressed in Sections 4.2, 4.3 and 4.4 of Chapter I of
Annex XIII are not complied with, or where an ethics committee has issued a negative
opinion which in accordance with the law of the Member State concerned is valid for that
entire Member State. That Member State shall provide for an appeal procedure in respect

of such refusal.

3d. Where the conclusion of the coordinating Member State report is that the clinical
performance study is not acceptable, that conclusion shall be deemed to be the conclusion

of all Member States concerned.
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4.  The substantial modifications referred to in Article 53 shall be notified to the Member States
concerned by means of the electronic system referred to in Article 51. Any assessment as to
whether there are grounds for refusal as referred to in Article 53 shall be carried out under the

direction of the coordinating Member State.*

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

Article 51.

6.  The Commission shall provide seeretarial’’ administrative support to the coordinating

Member State in the accomplishment of its tasks provided for in this Chapter.

Article 56a°"
Review of performance studies rules
Five years after the date referred to in the first paragraph of Article 97, the Commission shall
make a report on the application of Article 58 of the present Regulation and propose a review of
the provision of Article 58 in order to ensure a coordinated assessment procedure of performance

study conducted in more than one Member State.

Article 57
Recording and reporting of events occurring during interventional clinical performance studies
and other etinieat performance studies involving risks for the subjects of the studies
1. The sponsor shall fully record any of the following:
(a) an adverse event identified in the ehnteal performance study protocol as critical to the
evaluation of the results of the elinieal performance study according to the

performance study plan imview-ofthe-purpesesreferred-to-mAtticle 43(H);

(b) aserious adverse event;

929
930
931

Following MD proposal.
Following MD proposal.
Following MD proposal.
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(¢) adevice deficiency that might have led to a serious adverse event if suitable action had
not been taken, intervention had not occurred, or circumstances had been less fortunate;

(d) new findings in relation to any event referred to in points (a) to (c).

2. The sponsor by means of the electronic system referred to in Article 51 shall report to all
Member States where a ehnieal performance study is conducted without delay any of the
following”**:

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

(b) adevice deficiency that might have led to a serious adverse event if suitable action had
not been taken, intervention had not occurred, or circumstances had been less fortunate;

(¢) new findings in relation to any event referred to in points (a) to (b).

The time period for reporting shall take account of the severity of the event. Where necessary
to ensure timely reporting, the sponsor may submit an initial incomplete report followed up by

a complete report.

3. The sponsor shall also report to the Member States concerned any event referred to in
paragraph 2 occurring in third countries in which a elinteal performance study is performed
under the same ehnieal performance study protocol as the one applying to a elinteal

performance study covered by this Regulation.

%2 Following MD proposal.
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4.  Inthe case of a elinteal performance study for which the sponsor has used the single
application referred to in Article 56, the sponsor shall report any event as referred to in
paragraph 2 by means of the electronic system referred to in Article 51. Upon receipt, this

report shall be transmitted electronically to all Member States concerned.

Under the direction of the coordinating Member State referred to in Article 56(2), the Member
States shall coordinate their assessment of serious adverse events and device deficiencies to
determine whether a elinteal performance study needs to be terminated, suspended,

temporarily halted or modified.

This paragraph shall not affect the rights of the other Member States to perform their own
evaluation and to adopt measures in accordance with this Regulation in order to ensure the
protection of public health and patient safety. The coordinating Member State and the
Commission shall be kept informed of the outcome of any such evaluation and the adoption of

any such measures.

5. Inthe case of post-market performance follow-up studies referred to in Article 52(1), the

provisions on vigilance contained in Articles 59 to 64 shall apply instead of this Article.”*

Article 58
Implementing acts
The Commission may, by means of implementing acts, adopt the modalities and procedural aspects
necessary for the implementation of this Chapter, as regards the following:
(a) harmonised forms for the application for elinteal performance studies and their assessment as
referred to in Articles 49 and 56, taking into account specific categories or groups of devices;

(b) the functioning of the electronic system referred to in Article 51;

3 Following MD proposal.
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(c) harmonised forms for the notification of post-market performance follow-up perfermanee
studies as referred to in Article 52(1), and of substantial modifications as referred to in Article
53;

(d) the exchange of information between Member States as referred to in Article 54;

(e) harmonised forms for the reporting of serious adverse events and device deficiencies as
referred to in Article 57;

(f) the timelines for the reporting of serious adverse events and device deficiencies, taking into

account the severity of the event to be reported as referred to in Article 57.

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

in Article 84(3).
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Chapter VII**

Post-market surveillance, vVigilance and market surveillance

SECTION 0 - POST-MARKET SURVEILLANCE

Article 58a°° ¢

Post-market surveillance system of the manufacturer

934

935

936

The text of this chapter has been developed by IT Pcy based on the text of Chapter VII of the
MD Regulation set out in document 14488/14.

This article is based on Article 60a in document 10146/14. Since it is a new article, and in
order to facilitate reading, the changes to 10146/14 are not indicated.

NL proposal on post-market surveillance: DS 1360/2/13, DS 1017/14 (Article 12(5) e Annex
IT - technical documentation: 7. The post-market data. 7. information, including feedback and
complaints, provided by users, distributors, importers), DS 1104/14 (Annex II), DS 1351/14
(Last proposal on PMS issue) DK: DS 1204/14 (Art. 60a,2 - Register of incidents) IT
Questionnaire:

1) Does your delegation agree on the Dutch proposal (DS 1360/2/13) which establishes specific provision for the
manufacturer’s obligations in the post marketing surveillance activity and a modification in Annex II accordingly?

YES NO Neutral No answer Comments

22 0 2 1 Respondent Member States: 25/28

If the answer is yes:
1.1) Does your delegation agree that post marketing surveillance provisions are to be referred only to the manufacturer
and to its legal representative as provisions referred to in chapter 11 are sufficient for all other economic operators?

YES NO Neutral No answer Comments

19 2 1 3 Respondent Member States: 25/28

1.2) Does your delegation agree that post marketing surveillance activities are to be carried out by the manufacturer for
the whole lifetime of the medical device?

YES NO Neutral No answer Comments
19 1 3 2 Respondent Member States: 25/28
%7 Pey proposes to move this paragraph to Article 8.
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2. For any device, proportionate to the risk class and appropriate for the type of device,
manufacturers Qf—deviees%s shall plan, 939 establish, document, implement, maintain and
update a post-market surveillance system which shall be an integral part of the

manufacturer’s quality management system according to Art. 8(6).

3. The post-market surveillance system shall be suitable to actively and systematically gather,
record and analyse relevant data on the quality, performance and safety of a device
throughout its entire lifetime, to draw the necessary conclusions and to determine,

implement and monitor any preventive and corrective actions.

4.  Data gathered by the manufacturer’s post-market surveillance system shall in particular be

used:

(a) to update the risk/benefit risk determination analysis-and risk management, the
design and manufacturing information, the instructions for use and the labelling;

(b) to update the performance evaluation;

(c¢) to update the summary of safety and performance as referred to in Article 24;

(d) for the identification of needs for preventive, corrective or field safety corrective
action;

(e) for the identification of possibilities to improve the usability, performance and safety
of the device;

(f) when relevant, to contribute to the post-market surveillance of other devices. o |

942

The technical documentation shall be updated accordingly.

38 UK suggestion contained in the response to IT Pcy Questionnaire.

%% DE, IE, AT, PT add "plan". BE opposed.

%40 TE suggestion.

! DE wording unclear

%42 Replaces paragraph 5 following an AT comment.
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6.  Ifin the course of the post-market surveillance a need for preventive *Sand corrective
action is identified, the manufacturer shall implement the appropriate measures and, where
applicable, inform the notified body and the competent authorities concerned. The
identification-of When a serious an incident is identified or a field safety corrective action

is implemented, this shall be reported in accordance with shallinduce-actions-aceordingto
Article 59.

Article 58b°%
Post-market surveillance plan
The post-market surveillance system as referred to in Article 58a shall be based on a post-
market surveillance plan, the requirements of which are set out in Section 1.1 of Annex Ila. The
post-market surveillance plan whieh shall be part of the technical documentation as-specified-in
{ 1,946

943
944
945
946

DE preventive action has not been defined

This article is based on provisions in Article 60a in document 10146/14.
SE suggests “shall be described in”

Add cross-reference in Annex 1.
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Article 58¢

Periodic safety update report9 N

1. Per device and where relevant per category or group of devices, the manufacturer shall

prepare a periodic safety update report summarising the results and conclusions of the

analyses of the gathered post-market surveillance data according to Annex Ila together

with a rationale and description of any preventive and corrective actions taken.

Throughout the lifetime of the device concerned this report shall set out:

(@)
(e1b)

and

the conclusion of eonclude-on the benefit risk determination;
inelude the main findings of the Post Market Performance Follow-up Report948

(a2c)’” the volume of sales of devices and an estimate of the population that use the device

the usage frequency of the device”

0

involved and, where appropriate, forreusable-invitro-diagnosti lical-devi

The report shall (b)-be updated at least annually; and (e} be part of the technical

documentation as specified in Annex II.

947

948
949

Pcy The periodic safety update report is the single summary document on post-market
surveillance

Pcy proposal based on IT Questionnaire
IT Questionnaire:

2.1) Does your delegation agree that the Periodic Safety Updated Report should include the volume of sales data and an

estimate of the population exposed to the device?

YES

NO

Neutral

No answer

Comments

18

3

3

1

Respondent Member States: 25/28

950

DE, IE suggestion contained in the responses to IT Pcy Questionnaire
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Manufacturers of devices in class D shall submit reports by means of the electronic system
referred to in Article 64a to the notified body involved in the conformity assessment in
accordance with Article 40. The notified body shall will review the report and add its
evaluation to the database with details of any action taken. Such reports and the notified

body evaluation shall be available to competent authorities through the electronic system.

Manufacturers of devices other than those referred to in paragraph 2, E-Ha-and b shall
make reports available to the notified body involved in the assessment and to competent

. . 951 952
authorities on request.

SECTION 1 — VIGILANCE®*”

Article 59
Reporting of serious incidents and field safety corrective actions

Manufacturers of devices, made available on the Union market, other than investigational

devices, shall report, through the electronic system referred to in Article 69 64a, the

following:

(a) any serious incident involving ef devices made available on the Union market;

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

the third country.

951
952

953

UK suggestion contained in the response to IT Pcy Questionnaire

DE Manufacturers shall submit reports by means of the electronic system referred to in
Article 62 for devices in all class of risk

This heading is moved back to where it was in the Commission proposal - compare doc.
10146/14.
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la.

As a general rule, the time period for reporting shall take account of the severity of the

. . . 954
serious incident.

1b. Manufacturers shall make provide-the report any serious incident as referred to in point (a)
of the-event-and immediately after the manufacturer has established the causal relationship
with their device or that such causal relationship is reasonably possible, and ir not ease later
than 15 30 days after they have become aware of the event.

Ic. Notwithstanding paragraph 1b, in case of a serious public health threat the report shall be
provided immediately, and in not ease later than 2 ealendar’’ days after awareness by the
manufacturer of this threat.

1d. Notwithstanding paragraph 1b, in case of death or unanticipated serious deterioration in
state of health the report shall be provided immediately after the manufacturer established
or suspected a causal relationship link between the device and the event but not later than
10 elapsed ealendar days following the date of awareness of the event.

le. Where necessary to ensure timely reporting, the manufacturer may submit an initial
incomplete report followed up by a complete report.

%% DE timescale recommended in MEDDEV 2.12-1 Rev.8

%55 This sentence is retained in paragraph la.

% Cion homogenize the time references

17097/14 ADD 2 LES/tal 161

ANNEX DGB 3B LIMITE EN



1f

If after becoming aware of a potentially reportable incident there is still uncertainty about

whether the event is reportable, the manufacturer shall submit a report within-the
timeframerequiredfor-thattype-of-incident-within the timeframe required for that type of

incident.”""®

Except in cases of urgency where the manufacturer need to undertake the field safety
corrective action immediately, without undue delay,” the manufacturer shall provide-the
report the field safety corrective action referred to in paragraph 1, point (b) the-seeond
subparagraph in advance of the field safety corrective action being undertaken.

For similar serious incidents **occurring with the same device or device type and for which
the root cause has been identified or the field safety corrective action implemented or where

.. 961 962
the incidents are common

expeeted and well documented, the manufacturers may
provide periodic summary reports instead of individual serious incident reports, on condition
that the coordinating competent authority referred to in Article 61(6), in consultation with
the competent authorities referred to in points (a), (b) and (c) of Article 62a64a62(5), has
have agreed with the manufacturer on the format, content and frequency of the periodic
summary reporting. Where a single competent authority is referred to in points (a), (b) and

(c) of Article 64a(5), the manufacturer may provide periodic summary reports on

agreement with that competent authority. 963

957

IT Pcy Questionnaire:
4) Does your delegation agree that in Art. 61 serious incident reports timeline should be in agreement with MEDDEV
2.12.1-Rev.8 and consequently agree with the following text?

YES NO Neutral Comments / Alternative proposal

Respondent Member States: 25/28

20 4 1

958
959
960
961
962
963

PT suggests reintroducing “within the timeframe required for that type of incident”

Pcy Added on the basis of debate WP on 13 June 2014.

DE similar serious incident has not been defined

Pcy Added on the basis of debate WP on 13 June 2014 (DS2046/13 UK)

DK suggests reintroducing expected

UK Suggestion: DS 2046/13 Rationale: The UK would also propose a less burdensome
process for agreeing to periodic summary reporting across multiple competent authorities,
with this more explicitly being led by the coordinating competent authority in line with in
Article 63(7)(c).
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3. The Member States shall take alt appropriate measures to encourage healthcare professionals,
users and patients to report to their competent authorities, o the manufacturer and, where

appropriate, to the authorised representative964 963 966

suspected serious incidents referred to
in point (a) of paragraph 1. They shall record sueh reports that they receive centrally at
national level. Where a competent authority of a Member State obtains such reports, it shall
take the necessary steps to ensure that the manufacturer of the device concerned is informed
of the suspected’® serious incident.

The manufacturer of the device concerned shall provide to the responsible competent
authority of the Member State where the event occurred an-initial a report9 % on the

serious incident in accordance with paragraph 1 and ensure the appropriate follow-up; if

the manufacturer considers that the event is does not fulfil-the-definition-of > a serious

incident, it shall provide or an explanatory statement why-the-inecidentis-not-a-serious

3a- If the competent authority does not agree with the conclusion of the explanatory statement,

it may require the manufacturer to provide a report in accordance with this article

paragraph1 and to take the thatthe-manufacturer-takes appropriate follow-up corrective

. 971
action.”

964
965

DK, DE, FR, AT, PT object to inclusion of "authorised representative".

FR, PT, AT Delete “to the manufacturer and, where appropriate, to the authorised
representative”

NL Replace “to the manufacturer and, where appropriate, to the authorised representative”
with “to the distributor”

Based on suggestion during the WP held on 13 May 2014.

Cion suggestion during 11-12 November meeting

DE suggestion included in DS 2046/13 has been reinstated

7 Moved to Article 66 point (ba).

"l DE suggestion included in DS 2046/13.

966

967
968
969
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2 DS 2046/14: UK suggestion. Rationale:
The UK would propose amending the language in the second sub-paragraph to give Member
States greater flexibility in the development of tools to support reporting by healthcare
professionals and users. In the UK, for example, we are exploring the development of a single
portal for reporting of problems with pharmaceuticals and medical devices. The UK would
also propose adding a specific provision to ensure that reports from healthcare professionals
and users to competent authorities can be directly and simply uploaded to the EU-wide
electronic system on vigilance from national databases.

3 NL, DK, SE suggest to reintroduce paragraph 4
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Article 64 59a

Trend reporting °™* °™ *7°— and periodic-safety-updatereports-by-manufacturers
Manufacturers ef-devices-elassified-in-elass-C—and-D shall report te by means of the
electronic system referred to in Article 60 64a any statistically significant increase in the
frequency or severity of incidents that are not serious incidents or of expected undesirable
side-effects that have a significant impact on the risk-benefit analysis referred to in Sections
L1 and L5 of Annex I and which have led or may lead to unacceptable risks to the health or
safety of patients, users or other persons when weighted against the intended benefits. The
significant increase shall be established in comparison to the foreseeable frequency or severity
of such incidents or expected undesirable side-effects in respect of the device, or category or

group of devices, in question during a specific time period as-established-in-aeeordancewith

he man o’ arlca veillanea A ONS ant-toA 2 604

q
a
o
d
)
D

conformity-assessment. The manufacturer shall define how to manage this events and the
methodology used for determining any statistically significant increase in the frequency or
severity of this events, as well as the observation period, in the post-market surveillance

plan pursuant to article 58b. Article 61 shall apply.””

974

IT Questionnaire:

5) Does your delegation agree that Art. 61 (Trend reporting and periodic safety update reports by manufacturer) should be
divided in two articles: Art. 61a (Trend reporting) to be included in Section 1- Vigilance and Art.61a bis (Periodic safety
update reports) to be included in Section 0-Post-Market Surveillance?

YES NO

Neutral No Answer Comments / Alternative proposal

0 Respondent Member States: 25/28

0 10

975

IT Questionnaire:

6) Art. 61 establishes that manufacturers shall report by means of the electronic system referred to in Article 66a any
statistically significant increase in the frequency or severity of incidents that are not serious incidents or of expected
undesirable side-effects that have a significant impact on the risk-benefit analysis referred to in Annex I. Does your
delegation agree that this article has to be kept in the Regulation?

YES NO

Neutral No Answer Comments / Alternative proposal

1 Respondent Member States: 25/28

2 5

976
977

NL questions the need for trend reporting.

IT Questionnaire:

6.1) Does your delegation agree that in Article 61 a specific reference to the Post-market Surveillance Plan should be done
establishing provisions for the management of this events and for the methodology to be used for determining any statistically
significant increase in the frequency or severity of incidents as well as the observation period?

YES

NO

Neutral

No Answer

Comments / Alternative proposal

14

1

5

5

Respondent Member States: 25/28
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la.

The competent authorities”™ may979 conduct their own assessments on the trend reports
referred to in thefirst paragraph 1 and adopt appropriate measures in accordance with the
present regulation in order to ensure the protection of public health and patient safety. The
competent authority shall inform the Commission, the other competent authorities and-the

notified body that issued the certificate, of the results of such evaluation and of the

. 980
adoption of such measures.

978

979
980

DE The activities referred to here is the responsibility of manufacturers, not of competent
authorities.
IE replace "may" by "shall".

IT Questionnaire:
9) Does your delegation agree that only paragraph 2a of Article 64 (Follow.up of Trend reporting by competent authorities —
and periodic safety update reports) should be kept?

YES NO Neutral No Answer Comments / Alternative proposal

13 8 3 1 Respondent Member States: 25/28

981

Paragraph la of Article 61a is the former Article 64(2a).
Pcy: Deleted See art. 60c Periodic safety update report
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984

982
983
984

Pcy This article is replaced by 60a(4) and Annex Ila.

Pcy On the basis of debate WP on 13 June 2014 this article should remain in Chapter VIII.
In document 10146/14 all articles before article 61d where part of the section "Post-market
surveillance". Following the discussion in the Working Party on 13 June 2014 it is proposed
to include Articles 61, 61a and 61b in the section "Vigilance".
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85 IT Questionnaire:

3) Does your delegation agree with the UK proposal DS1285/14 which include Art. 61d (Manufacturers’ obligation to
cooperate with the competent authorities) in Article 63 (Analysis of serious incidents and field safety corrective actions)?

YES NO Neutral No Answer Comments / Alternative proposal

19 1 3 2 Respondent Member States: 25/28

%8¢ In accordance with document DS 1285/14, presented by the UK, the provisions of Article 61d

are incorporated into Article 63.

%87 This Article has been moved and is now Article 66a.
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Article 61
Analysis of serious incidents and field safety corrective actions®®
Following the reporting of a serious incident pursuant to Article 59(1), the manufacturer
shall without delay perform the necessary investigations of the serious incident and the
concerned devices. The manufacturer shall co-operate with the competent authorities and
where relevant with the concerned notified body989 during these investigations and shall not
perform any investigation which involves altering the device or a sample of the batch

concerned in a way which may affect any subsequent evaluation of the causes of the

incident prior to informing the competent authorities of such action.

988

989

DS 1285/13: UK: As highlighted at the Working Party meeting on 13 June, the UK believes
that the provisions in Article 61d of the Presidency’s proposed text in document 10146/14
should be incorporated into Article 63 to very clearly set out the respective roles and
responsibilities of manufacturers and authorised representatives in relation to the
investigation of serious incidents and implementation of field safety corrective actions. To this
end, the UK has proposed the following changes to Article 63 paragraphs 1 and 2 which
would allow the corresponding deletion of Article 61d.

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

990
body concerned.

In the context of the evaluation referred to in paragraph 1, the The national competent

authorities shall, in cooperation with manufacturers and notified bodies, evaluate the risks
arising from carry-outarisk assessment-withregardto "~ reported serious incidents and field
safety corrective actions; taking into account criteria®®® such as causality, detectability and
probability of recurrence of the problem, frequency of use of the device, probability of
occurrence of direct or indirect harm and severity of zhat harm, clinical benefit of the device,
intended and potential users, and population affected. They shall also evaluate the adequacy
of the field safety corrective action envisaged or undertaken by the manufacturer and the need
for and kind of any other corrective action, in particular taking into account the principle of

inherent safety laid down in Annex I.

990

991

992
993

NL doesn’t agree. Risk analysis evaluation should be in charge to the manufacturer (proposal
MDEYV - 65 circulated during 11-12 November meeting)

DS 1004/14: DE has suggested to delete this paragraph. Rationale: This is not the task of the
CA but manufacturers responsibility (see proposed changes in Article 61(3)). In case the
event does not qualify the serious incident definition, there is no need to put these user reports
into the central database. User reports are usually made in the national language and,
therefore, of reduced benefit for the other CAs. In case the MANUFACTURER qualifies the
event to fulfil the serious incident definition, the manufacturers report shall be uploaded.

NL this is manufacturer's responsibility.

DE these criteria are not clear
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2a.

Fhey The national competent authorities shall monitor the manufacturer’s investigation of
the a serious incident.”®* Where necessary, a competent authority may intervene in a

manufacturer’s investigation or initiate an independent investigation.

Upon request by a competent authority, the manufacturer shall provide all documents

necessary for a risk assessment.

2b. The manufacturer shall provide a final report setting out its findings by means of the
electronic system referred to in Article 64a. The report shall set out conclusions and where
relevant indicate corrective actions to be taken.

3. Inthe case of devices referred to in the first subparagraph of Article 1(3) and where the
serious incident or field safety corrective action may be related to a substance which, if used
separately, would be considered to be a medicinal product, the evaluating competent authority
or the coordinating competent authority referred to in paragraph 6 shall inform the relevant
competent authority for medicinal products, or the European Medicines Agency (EMA), that
was consulted by the notified body in accordance with the second subparagraph of
Article 40(2).

%4 FR delete this sentence
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After carrying out the assessment, the evaluating competent authority shall, through the
electronic system referred to in Article 64a 60, inform without delay the other competent
authorities of the corrective action taken or envisaged by the manufacturer or imposed on him
to minimise the risk of recurrence of a serious incident, including information on the
underlying events and the outcome of its assessment. In-all-other-cases;the-evaluating

......

995

DS 1004/14: DE proposal. Rationale: CAs have to provide a final report to manufacturers
and users, if necessary. Based on the debate at the Working Party meeting on 13 June 2014,
the paragraph has been deleted
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The manufacturer shall ensure that the-users-of the-device-in-question-are-informed-without

delay-of information about the field safety corrective action taken is brought without delay

to the attention of users of the device in question by means of a field safety notice in-an
. 996

The field safety notice shall be edited in the official language or in one of the official

languages of the Member State where the field safety corrective action is taken or in

997998 .
Except in

another language which the Member State has indicated that it can accept.
case of urgency, the content of the draft field safety notice shall be submitted to the evaluating
competent authority or, in cases referred to in paragraph 6 of this Article, the coordinating
competent authority to allow them to make comments. Unless duly justified by the situation
of the individual Member State, the content of the field safety notice shall be consistent in all

Member States.

996
997

998

Pcy: New text on the basis of similar provision

Similar wording provided in Council Regulation (EC) No 1206/2001 on cooperation between
the courts of the Member States in the taking of evidence in civil or commercial matters.

ES, FI The Field Safety Notice should be edited in the language which the Member State,
where the FSCA is taken, has indicated that can accept
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The field safety notice shall allow the correct identification of the device or devices involved
and of the manufacturer that has undertaken the field safety corrective action. The field
safety notice shall explain, in a clear manner, without playing down the level of risk, the
reasons for field safety corrective action with reference to the device deficiency or

malfunction and associated risks for patient, user or other person and shall clearly indicate

all the actions to be taken by users.

The manufacturer shall enter the field safety notice in the electronic system referred to in

Article 60 64a through which that notice shall be accessible to the public.
400459004

99 Ppcy proposal on suggestion of Cion during the 11-12 November meeting
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6. """ The competent authorities shall designate a coordinating competent authority to coordinate

their assessments referred to in paragraph 2 2a in the following cases:

(a) where there is concern regarding a particular similar serious incident or cluster of
serious incidents related to the same device or type of device of the same manufacturer
eceur in more than one Member State;

(b) where the appropriateness of a field safety corrective action that is proposed by a
manufacturer is in question. is-being-or-is-to-be-undertakenin-meore-than-one Member
State:

Unless otherwise agreed between the competent authorities, #Fhe coordinating competent

authority shall be the—ene—ef the Member State where the manufacturer or the authorised

representative has his registered place of business. **#++%%

The competent authorities shall actively participate in a coordination procedure. This
procedure shall include the following:

- designation of a coordinating authority on a case by case basis, when required;

- a definition of the coordinated assessment process;

- tasks and responsibilities of the coordinating authority and the involvement of other

competent authorities

1000
1001

1002

IE Proposal working doc. N® MDEV — 64 circulated 11-12 November meeting

DS 2046/13: DE proposal: : In the following cases: (a) where similar serious incidents

related to the same device or type of device of the same manufacturer occur in more than one

Member State (b) where a competent authority has concerns or intends to modify the

corrective action proposed by the manufacturer the competent authorities shall actively

participate in a coordination procedure developed by the MDCG. This procedure should

include the following:

- the designation of a coordinating authority on a case by case basis

-a definition of the coordinated assessment process, tasks and responsibilities of the
coordinating and the other competent authorities in this process

Rationale: the proposed coordination mechanism is unclear and not mature enough to be

acceptable for MS yet. in the future appropriate mechanism in the cooperation of MS in the

field of vigilance have to be developed.

IT questionnaire:
8) Does your delegation agree that MDCG should be involved in the procedure of identifying the coordinating competent
authority for the analysis of serious incidents and FSCA?

YES NO Neutral No Answer Comments / Alternative proposal
5 12 8 0 Respondent Member States: 25/28
17097/14 ADD 2 LES/tal 176

ANNEX DGB 3B LIMITE EN




The coordinating competent authority shall, #ferm through the electronic system referred to
in Article 60 64a, inform the manufacturer, the other competent authorities and the

Commission that it has assumed the role of coordinating authority.

The designation of a coordinating competent authority shall not affect the rights of the other

competent authorities to perform their own assessment and to adopt measures in accordance
with this Regulation in order to ensure the protection of public health and patient safety. The
coordinating competent authority and the Commission shall be kept informed of the outcome

of any such assessment and the adoption of any such measures.

1003

It is felt that the level of detail on the tasks of the coordinating competent authority is best
described in an Implementing Act. However, if it is necessary to retain this detail within the
proposed text then we request an amendment to the first paragraph to read: ‘The
coordinating competent authority shall carry out the following tasks, where relevant’.
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8.  The Commission shall provide seeretarial fogistieal administrative'®™ support to the

coordinating competent authority in the accomplishment of its tasks under this Chapter.

1994 This word has been suggested by many Member State at the Working Party meeting on 13

June 2014.
This article is moved to Article 61a - Trend reporting.
This article is replaced by 60a(4) and Annex Ila.

1005
1006
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Article 63a
Analysis of vigilance data
The Commission shall, in collaboration with the Member States, put in place systems and
processes to proactively monitor the data available in the database referred to in Article 64a, in
order to identify trends, patterns or signals in the data that may identify new risks or safety

concerns. 1007

. 1008
When a previously unknown

risks is identified or the a frequency-s-inereasing of an
anticipated risks that significantly and adversely changes the risk-benefit determination ratio, the
competent authority or, where appropriate, the coordinating competent authority shall inform the
manufacturer, or where applicable the authorised representative, who shall take the necessary

. . . . . . 1009
corrective actions informusers-in-accordancewith-Article- 61(5).

197 S 2046/13 UK Rationale: The UK believes it is important to include a new Article in both

Regulations that ensures that the EU-wide vigilance system is not simply a repository for
vigilance information, but rather that the data included in the system is proactively
interrogated to be able to identify wider safety signals. It is important to coordinate this
activity to avoid duplication of activities by individual Member States.

Compare Article 72.

IT Questionnaire:

11.1) Does your delegation agree with the following text: “When previously unknown risks or a frequency’s increasing of
anticipated risks significantly and adversely change the risk-benefit ratio, the competent authority or, where appropriate, the
coordinating competent authority shall inform the manufacturer who should take the necessary corrective actions”?

1008
1009

YES NO Neutral No Answer Comments / Alternative proposal

12 5 3 4 Respondent Member States: 25/28
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Article 64

Implementing acts™""’

The Commission may'®"" ' by means of implementing acts, and after consultation of the

MDCG"", adopt the modalities and procedural aspects necessary for the implementation of

Articles 59d 61 to 63a and 64a as regards the following:

(a)

(b)

(ba)

typology of serious incidents and field safety corrective actions in relation to specific devices,

. e 1014
or categories or groups of devices;

harmentsed-formsfor the reporting of serious incidents and field safety corrective actions,

101
"5and trend

field safety notices, periodic summary reports, periodic safety update reports
reports by manufacturers as referred to in Articles 58¢, 59, 59a and 61 64;

standard web-based structured forms including a minimum data set for electronic reporting

(©)

. .. . . 1016
of serious incidents by healthcare professionals, users and patients;

timelines for the reporting of sertous-ineidents-and field safety corrective actions, periodic
summary reports, and trend reports and periodic safety update reports by manufacturers,

taking into account the severity of the event to be reported as referred to in Articles 59 and

58¢ 62;

1010

1011

1012

1013

1014

1015

1016

DS 2046/13 DE Article 66 should be deleted. Rationale: Article 66 not necessary.
Harmonised forms will be developed through the design of the EUDAMED module on
vigilance

DS1204/14 DK "shall" instead of "may". Rationale: We propose to use the word « shall »
instead of « may » in order to oblige the Commission to adopt implementing acts otherwise
this is only a possibility.

DK, PT "shall" instead of "may".

This procedure enables the adoption of a legal requirement ("minimum data set"), whilst fully
involving the MS, the MDCG and the Commlssmn

DS 2046/13 SE —5»

speeﬁedev%es—e%a&éegm%s—e%gmaps—eﬁde%es— Ratlonale We need a clarlﬁcatlon what
is intended by Sub section 66(a) and in particular the wording “typology”. We would prefer
this Sub section to be deleted.

DS 1204/13 DK we propose to insert « and the periodic safety update reports » in indent (b)
in order for the Commission to launch a harmonised format for PSUR.

DS 2046/13 UK The Member States shall coordinate between them and with the Commission
the development of standard-web-based-strneturedforms a minimum data set for electronic
reporting of serious incidents by healthcare professionals, users and patients. Rationale: The
UK would propose amending the language to give Member States greater flexibility in the
development of tools to support reporting by healthcare professionals and users.
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(d) harmonised forms for the exchange of information between competent authorities as referred
to in Article 61.

(e) procedures for designation of a coordinating competent authority; the coordinated
assessment process; tasks and responsibilities of the coordinating competent authority

and involvement of other competent authorities in this process. '’

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

in Article 88(3).

Article 60 64a
Electronic system on vigilance'""® ¥igilanee-module-in EUDAMED
1.  The Commission shall, in collaboration with the Member States, setup-and-manage-an
eleetrente-system-te collate and process the following information by means of the electronic
system set up pursuant to Article 23 including a link to the product information in
accordance with article 21 23.
(a) the initial-andSfinal reports by manufacturers on serious incidents and field safety'®"”
corrective actions referred to in Article 59(1) and Article 61 (1);

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

(d) the reports by manufacturers on trends referred to in Article 6259a;

(da) the periodic safety update reports referred to in Article 59a 58¢

(e) the field safety notices by manufacturers referred to in Article 61(5);

(f) the information to be exchanged between the competent authorities of the Member

States and between them and the Commission in accordance with Article 61(4) and (7).

1017
1018

See footnote 73
This text is reinstated since the original wording would be preferable. It is necessary to ensure
consistency with other similar articles like for example Article xx Chapter VI.

1019 Text reinstated in accordance with the provisions of article 61
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2. The information collated and processed by the electronic system shall be accessible to the

competent authorities of the Member States, to the Commission and to the notified bodies #ret

. / i f / levi . . . / ith Artiel. 111020

3. The Commission shall ensure that healthcare professionals and the public have appropriate

levels of access to the electronic system.

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

protection equivalent to those applicable in the Union.

1020 1S 2046/13 BE "The electronic system shall allow, where appropriate, the transmission of

the information mentioned to the notified body that issued a certificate in accordance with
Article 45 for the device in question.".
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5.1 The reports on serious incidents and field safety corrective actions referred to in points (a) and

referred-to-in-Article-62 fo (e) of paragraph 1 shall be automatically transmitted, upon receipt,
wia through the electronic system, to the competent authorities of the following Member

States:

121 DS 2046/13 DE, (PT and UK agree):

"5.  The reports on serious incidents and-field-safety-eorreetive-actions referred to in points
(0) arre-tb-ol Article 01 D—thepertodiesumtnary-reportsreterredto-in-Artiele 6 H 2
and-the reports on serious incidents referred to in the second subparagraph of Article
63(12) and-the-trend-reportsreferred-to-ir-Artiele-64-shall be automatically transmitted
upon receipt via the electronic system to the competent authorityies of the foHewing
Member States:

éa)—th%Member—S%afee where the incident occurred

|

The reports on corrective actions referred to in point (b) of Article 61(1) shall be

automatically transmitted upon receipt via the electronic system to the competent

authority of the following-Member States:

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

(b) the Member State where the manufacturer or his authorised representative has his
registered place of business.

The periodic summary reports referred to in Article 61(2) shall be automatically

transmitted upon receipt via the electronic system to the competent authority of the

following-Member States:

(a) the Member State that agreed on the periodic summary report ;

(b) the Member State where the manufacturer or his authorised representative has his
registered place of business. "

Rationale: Alignment to the currently functioning EU vigilance system. CION Proposal

would mix the responsibilities etc. point b) is about Field Safety Corrective Actions and not

related to serious incident therefore we suggest to split the paragraph and bring it into

alignment with the MEDDEV

|~

17097/14 ADD 2 LES/tal 183
ANNEX DGB 3B LIMITE EN



(a) the Member State where the incident occurred;

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

(c) the Member State where the manufacturer or his authorised representative has his
registered place of business;

(d) where applicable, the Member State where the notified body, that issued a certificate in

accordance with Article 43 for the device in question, is established.

5a. The information referred to in paragraph 5 shall be automatically transmitted, upon

receipt, through the electronic system referred-to-in-Article-64, to the notified body that

issued the certificate for the device in question in accordance with Article 43. '"*

SECTION 2 - MARKET SURVEILLANCE

Article 6512 1024
Market surveillance activities at-nationallevel >

1. The competent authorities for-invitro-diagnostic-medical-deviees shall perform appropriate
checks on the eonformtity characteristics and performance'"® of #he devices with-the

applicable legal requirements; including, where appropriate, elinieal-evaluation; review of
teehnieal documentation and physical or laboratory checks on the basis of adequate samples.
They shall, in particular,"* take account of ¢&) established principles regarding risk

assessment and risk management, b} vigilance data and e} complaints.

1022 DS 2046/13: BE "The electronic system shall allow, where appropriate, the transmission of

the information mentioned to the notified body that issued a certificate in accordance with
Article 45 for the device in question."

Question 13: 10 Member States agree on the detailed description of the inspections referred
to in article 67, paragraph 1la, letter b; 9 not agree; 4 neutral

Question 14:11 Member States prefer to let Member States themselves free to organize their
own inspection activity according to the national needs and procedures; 10 not agree; 2
neutral

1025 DK, PT, EL: Delete “at national level”

1026 Reinstated words from the Cion proposal.

127" YK add “in particular’; ES, FR, UK support

1023

1024
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la.

1b. 1028

The competent authorities shall draw up annual surveillance activities plans and allocate a
sufficient number of competent human and material resources needed to carry out those
activities taking into account the European market surveillance program developed by the

MDCG according to Article 77.

For the purpose referred to in the previous paragraph, The competent authorities may,

inter alia:

a) require economic operators to make available the documentation and information necessary
for the purpose of carrying out their activities and, where #ecessary-and justified, enter-the
premises-of economic-operators-and-take provide the necessary samples of devices free of

charge;

1028

This paragraph is based on paragraph 1a in document 10146/14. Here only changes to the
Cion text are, however, indicated. Paragraph 1la in that document read:

"la. The-competentautheritiesmayrequire-e For the purposes of paragraph 1,

a) economic operators shall to make available the documentation and information
necessary for-the-purpese-of earryingouttheiraetivities and, where neeessary-and
justified, enter take provide the necessary samples of devices firee of charge.

(b) according to a risk based proactive market surveillance plan, or reactively based
on_information from paragraph 1, the competent authorities shall carry out
both announced and or, if necessary for control purposes, unannounced
inspections of the premises of economic operators as well as suppliers and/or
subcontractors, and, where necessary, at the facilities of professional users

health-care professionals.

To that purpose, they shall designate a sufficient number of competent inspectors who
shall be empowered to carry out inspections of the premises of economic operators
whose devices are intended to be made available on the Union market. These
inspectors may be assisted by experts appointed by the competent authorities.

Following each market surveillance operation carried out, the competent authority
shall draw up a report on compliance by the concerned economic operator with this
regulation and on any corrective actions needed.

The competent authority which carried out the operation shall communicate the
content of this report to the economic operator concerned. Before adopting the report,
the competent authority shall give the economic operator concerned the possibility to
submit comments. The final report shall be made accessible to other Member States
through the electronic system referred to in Article 75b."
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Ic.

. 1029
b) carry out both announced and, if necessary for control purposes "=, unannounced

inspections of the premises of economic operators whose devices are intended to be made

available on the Union market, as well as suppliers and/or subcontractors, and, where

Lo . 1030 :
necessary, at the facilities of professional users . To-thatpurpesestheyshall designatea
icient ; ¢ T, e 1031

The Competent Authorities shall prepare a summary of the results of the surveillance
activities and make it accessible to other competent authorities by means of the electronic

. . 1032 1033 1034 1035
system referred to in Article 73b.

1d.'"¢ The competent authorities They may confiscate, destroy or otherwise render inoperable

devices presenting a serious risk where they deem it necessary in the interest of the

protection of public health.

1029
1030

1031
1032

1033

1034

1035

1036

PT delete “if necessary for control purposes”; DK opposed.

Question 27: 15 Member States prefer the wording “professional users” instead of
“healthcare professionals” in Article 67, point 1a, letter b; 6 not agree; 4 neutral.

LU, LT, DK, ES: Concerns about lack of recourses

Question 16: 7 Member States agree drawing up a report following each market surveillance
operation carried out; 14 not agree; 3 neutral

Question 17: 18 Member States agree on circulating, through the electronic system, a
summary report of their own surveillance plans; 5 not agree; 3 neutral

Question 18: 10 Member States agree on identifying only selected cases to be made
accessible to other Member States through the electronic system;9 not agree; 3 neutral

Many Member States concerned about too detailed provisions; that could lead to unnecessary
restrictions for competent authorities.

This paragraph is the former paragraph 1b in document 10146/14.
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2.1%7 The Member States shall periodically review and assess the functioning of their surveillance

1038
3.

1039

activities. Such reviews and assessments shall be carried out at least every four years and the

results thereof shall be communicated to the other Member States and the Commission. The

Member State concerned shall make a summary of the results accessible to the public by

means of the electronic system referred to in Article 73b.

The competent authorities of the Member States shall coordinate their market surveillance

activities, cooperate with each other and share with each other and with the Commission the

results thereof, by-means-of the-electronic-systemreferred-to-in-Articte 73b to provide for a

harmonized high level of market surveillance in all Member States.

1037

1038

1039

This paragraph is substantially changed compared to paragraph 2 in document 10146/14. Here
only changes to the Cion text are, however, indicated. Paragraph 2 in that document read:

"2.

The competent authorities of Member States shall pertedieally-review and assess the
functioning of their surveillance activities at least every three four years. They shall
draw up annual surveillance plans covering their planned surveillance activities, as
well-asthe and allocate a sufficient number of competent human and material
resources needed to carry out those activities taking into account the European
market surveillance program developed by the MDCG according to Article 80.-Such
reviews-and-assessments-shall-be-earried-out. and The Member States shall
communicate the results thereof the reviews and assessment-shall-be-communicated-to
the other Member States and the Commission, as well as—The Member-State-concerned
shall-make a summary of the results accessible to the public electronically by means of
the system described in Article 75b 68."

This paragraph is substantially changed compared to paragraph 3 in document 10146/14. Here
only changes to the Cion text are, however, indicated. Paragraph 3 in that document read:

H3.

The competent authorities of the Member States shall coordinate their market
surveillance activities following the market surveillance program drawn up by the
MDCG according to Article 80,, cooperate with each other and share with each other
and with the Commission the results thereof, by means of the electronic system
referred to in Article 75b 68.

The competent authorities shall implement and maintain a quality management
system in_accordance with principles developed by the MDCG. The quality
management system shall provide for ensure a harmonised high level of market
surveillance in all Member States.

Where appropriate, the competent authorities of the Member States shall agree on work-
sharing, joint market surveillance activities and specialisation."

Question 23: 13 Member States agree on the implementation by Member States of a
mandatory quality management system; 8 not agree; 4 neutral.
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[

Where appropriate, the competent authorities of the Member States shall agree on work-

sharing, joint market surveillance activities and specialisation.

Where more than one authority in a Member State is responsible for market surveillance and
external border controls, those authorities shall cooperate with each other, by sharing

information relevant to their role and functions.

Where appropriate, tFhe competent authorities of the Member States shall cooperate with the

competent authorities of third countries with a view to exchanging information and technical

support and promoting activities relating to market surveillance.

_, 1040

2 / inArticle-86(3) 1041 1042

1040

1041
1042

Question 28: 13 Member States agree on adding in Art. 67 the provision concerning
inspections in the premises established in a third country in the MDR; 8 not agree; 3 neutral.
Based on FR intervention at the WP meeting on 26 February.

Question 15: 8 Member States agree with the inspection activity to be regulated by the
Commission by means of implementing acts; 10 Member States do not agree; 7 neutral.
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193 This article is replaced by Article 75b.
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Article 67" 1043

Evaluation regarding suspected non-compliant devices suspeeted-to presenting-an-unaceeptable

ristto-featthand-saferr—ai-nationtltevel
Where the Member-State competent authorities of a Member State'**®, based on data obtained by

vigilance or market surveillance activities data or other information, have suffietent reason to
believe that a device may presents an unacceptable risk to the health or safety of patients, users or
other persons, or to other aspects of the protection of public health, or otherwise does not comply
with the requirements laid down in this Regulation, they shall carry out an evaluation in relation to
the device concerned covering all the requirements laid down in this Regulation that are relevant to
the risk presented by or non-compliance of the device. The relevant economic operators shall

cooperate as-neeessary with the competent authorities.

1044 Question 24: 15 Member States agree on adding the wording “unacceptable risk™; 8 do not

agree; 2 neutral.
1045 Articles 69-74 based on UK suggestion in DS 1367/14.
1046 The words highlighted in grey are reinstated.
17" This article is taken from the Commission proposal 14499/12.
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Article 69
148 procedure for dealing with row-eompliant devices presenting an unacceptable risk to health

and safety
1. Where, having performed an evaluation pursuant to Article 67, the competent authorities find

that the device aecordingto-that-evaluation,—~which presents an unacceptable risk to the

health or safety of patients, users or other persons, or to other aspects of the protection of
public health and does not comply with the requirements laid down in this Regulation1049,
they shall without delay require the manufacturer of the devices concerned, his authorised
representatives and all other relevant economic operators to take all appropriate and duly
justified corrective action to bring the device into compliance with those requirements, to
prehibit-or restrict the making available of the device on the market, to subject the making

available of the device to specific requirements, to withdraw the device from the market, or to

recall it within a reasonable period, proportionate to the nature of the risk or non-compliance.

1048
1049

ES suggests to combine article 70 to article 69
Pcy: Text reintroducing on the basis of the debate at 11-12 November 2014 Working Party
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2. WheretThe competent authorities eonsider-that non-compliance-is-notrestricted-to-their
national-territory-they shall sferm notify the Commission, and the other Member States and

the notified body that issued a certificate in accordance with Article 43 for the device
concerned of the results of the evaluation and of the actions which they have required the

economic operators to take, by means of the electronic system referred to in Article 73b 66.

3. The economic operators shall ensure that all appropriate corrective action is taken in respect
of all the devices concerned that they have made available on the market throughout the

Union.

4. Where the relevant economic operator does not take adequate corrective action within the
period referred to in paragraph 1, the competent authorities shall take all appropriate
previsional measures to prohibit or restrict the device’s being made available on their national

market, to withdraw the device from that market or to recall it.

They shall notify the Commission, and the other Member States and the notified body that
issued a certificate in accordance with Article 43 for the device concerned, without delay, of

those measures, by means of the electronic system referred to in Article 73b 66.

5. The notification referred to in paragraph 4 shall include all available details, in particular the
data necessary for the identification and tracing of the non-compliant device-if-available-by
means-of the-electronie-systemreferred-to-in-Artiele 23, the origin of the device, the nature
of and the reasons for the non-compliance alleged and the risk involved, the nature and
duration of the national measures taken and the arguments put forward by the relevant

economic operator.
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6.  Member States other than the Member State initiating the procedure shall, without delay,
inform the Commission and the other Member States, by means of threugh the electronic
system referred to in Article 73b, ¢a) of any additional relevant information at their disposal
relating to the non-compliance of the device concerned and'* @) of any measures adopted

by them in relation to the device concerned.

6a- In the event of disagreement Qf—aMembeif—Sta%e with the'®™! & notified national measure
1 6, they'"? the Member-State shall

without delay inform the Commission and the other Member States of their objections, by

means of the electronic system referred to in Article 73b 66.

7. Where, within two months of receipt of the notification referred to in paragraph 4, no
objection has been raised by either a Member State or the Commission in respect of any
previstenal measures taken by a Member State, that those measures shall be deemed zo be
justified.

8. AH Where paragraph 7 applies, all Member States shall ensure that appropriate restrictive or
prohibitive measures, withdrawing, recalling or limiting the availability of the device on

their national market are taken without delay in respect of the device concerned.

1050
1051
1052

The word highlighted in grey is reinstated.
The word highlighted in grey is reinstated.
The word highlighted in grey is reinstated.
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Article 71
Procedure for evaluating national measures at Union level

1. Where, within two months of receipt of the notification referred to in Article 68(4) and-point
h)-0f-68¢6), objections are raised by a Member State against a previstenal measure taken by
another Member State, or where the Commission considers the measure to be contrary to
Union legislation, the Commission shall, after consulting the MPEG;'"” and the national
concerned competent authorities and, where necessary, the concerned economic operators,
evaluate the national measure. On the basis of the results of that evaluation, the Commission
shall may decide, by means of implementing acts, whether or not the national measure is
justified. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 86(3).

2. If the national measure is considered justified, Article 68(8) shall apply. If the national
measure is considered unjustified, the Member State concerned shall withdraw the measure.
In the absence of a Commission decision the national measures shall be considered to be

Justified.

1053 pey:Text reintroducing on the basis of the debate at 11-12 November 2014 Working Party
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2a. Whereinthe-situationsreferred-toin-Articles-68-and-70; a Member State or the Commission
consider that the risk to health and safety emanating from a device cannot be contained
satisfactorily by means of measures taken by the Member State(s) concerned, the
Commission, at the request of a Member State or on its own initiative, may take, by means of
implementing acts, the necessary and duly justified measures to ensure the protection of
health and safety, including measures restricting or prohibiting the placing on the market and

putting into service of the device concerned. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 86(3).

1054 Question 19: 13 Member States agree on the provision of separated procedures for

surveillance actions on non compliant products and high risk compliant products, as
recommended by the Commission; 5 do not agree; 5 neutral

Question 20: 9 Member States agree on a unique procedure (and on the removal of Article
72); 10 do not agree; 1 neutral

1055
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2a-

3.

4
In the absence of a Commission decision the national measures shall be considered to be
Justified.

5

17097/14 ADD 2 LES/tal 197

ANNEX DGB 3B LIMITE EN



Article 718 197

Formal non-compliance

Where, having performed an evaluation pursuant to Article 67 Witheutprejudice-to-Article
68" where the competent authorities of a Member State find that a device does not

comply with the requirements laid down in this Regulation but does not present an
unacceptable risk to the health or safety of patients, users or other persons, or to other
aspects of the protection of public health, they shall require the relevant economic operator

to put an end to the non-compliance concerned within a reasonable period that is

proportionate to the non-compliance. where-it-makes-atlteast-one-of the folowing findings;

1056

1057

1058

Question 21: 6 Member States agree on the need for a more detailed list of formal non-
compliances described in Article 73; 14 do not agree; 3 neutral.

Question 22: 9 Member States agree with the completeness of the list of formal non-
compliances described in Article 73; 9 do not agree; 2 neutral.

ES suggests to delete “without prejudice to Article 70”
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2. Where the economic operator does not put an end to the non-compliance within the period
referred to in paragraph 1, the Member State concerned shall take all appropriate measures to
restrict or prohibit the product being made available on the market or to ensure that it is
recalled or withdrawn from the market. That Member State shall inform the Commission and
the other Member States without delay of those measures, by means of the electronic system

referred to in Article 73b 66.

3. The Commission may, by means of implementing acts, elaborate details on the nature of
non-compliances and appropriate measures to be taken by competent authorities to ensure
the uniform application of this Article. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 86(3).
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Article 72
Preventive health protection measures
1. Where a Member State, after having performed an evaluation, which indicates a
potential-"’previously-unknown-unacceptablerisk related to a device or a specific category
or group of devices considers that, in order to protect the health and safety of patients, users
or other persons or other aspects of public health, the making available on the market or
putting into service of sueh a device or a specific category or group of devices should be
prohibited, restricted or made subject to particular requirements or that such device or

category or group of devices should be withdrawn from the market or recalled i#n-orderte

health, it may take any necessary and justified previstenal measures.

2. The Member State shall immediately notify the Commission and all other Member States,
giving the reasons for its decision, by means of the electronic system referred to in Article 73b

66.

3. The Commission, in consultation with the MDCG and, where necessary, the concerned
economic operators, shall assess the provisional national measures taken. The Commission
shall may decide, by means of implementing acts, whether the national measures are justified
or not. In the absence of a Commission decision the national measures shall be considered

to be justified. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 86(3).

1059 ES suggests to reintroduce “potential risk”
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4.  Where the assessment referred to in paragraph 3 demonstrates that the making available on
the market or putting into service of a device, specific category or group of devices should be
prohibited, restricted or made subject to particular requirements or that such device or
category or group of devices should be withdrawn from the market or recalled in all Member
States in order to protect the health and safety of patients, users or other persons or other

aspects of public health, the Commission shall-be-empowered-te may adopt delegated

implementing acts in accordance with the examination procedure referred to in Article 87

86(3) to take the necessary and duly justified measures.

Article 73
Good administrative practice
1.  Any measure adopted by the competent authorities of the Member States pursuant to Articles
68 to 72 shall state the exact grounds on which it is based. Where it is addressed to a specific
economic operator, it shall be notified without delay to the economic operator concerned, who
shall at the same time be informed of the remedies available to him under the law or the
administrative practice of the Member State concerned and of the time limits to which such

remedies are subject. Where the measure is of general scope, it shall be appropriately

published.

2. Except in cases where immediate action is necessary for reasons of serious risk to human
health or safety, the economic operator concerned shall be given the opportunity to make
submissions to the competent authority within an appropriate period of time before any
measure is adopted. If action has been taken without the economic operator’s being heard, he
shall be given the opportunity to make submissions as soon as possible and the action taken

shall be reviewed promptly thereafter.
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3. Any provisional measure adopted shall be immediately withdrawn or amended upon the

economic operator’s demonstrating that he has taken effective corrective action.

4. Where a measure adopted pursuant to Articles 68 to 72 concerns a product for which a
notified body has been involved in the conformity assessment, the competent authorities shall
by means of the electronic system referred to in Article 73b inform the relevant notified body

and the authority responsible for the notified body of the measure taken.

Article 73a'"

Hazard alerts

Member States shall put in place appropriate mechanisms, in accordance with national law and
administrative practice, with a view to ensuring that patients and health professionals within
their territory are alerted within an adequate timeframe of hazards they have identified relating

to any device so-as-to-avoid-any-injury-or-other-damage. Member States shall be free to decide on

what they consider to be the most appropriate manner of complying with this article.

1060 Question 25: 14 Member States agree on adding the following wording in Article 75a:

“Member State shall put in place appropriate mechanisms, in accordance with National law
and administrative practice, with a view to ensuring that patients and health professionals
within their territory are alerted within an adequate timeframe of hazards they have identified
relating to any device. Member State shall be free to decide on what they consider to be the
most appropriate manner of complying with this article.”; 6 do not agree; 5 neutral.
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Article 73b 66
Electronic system on market surveillance'*®" Marketsurveillance-modute-in EUDAMED
1. The Commission, in collaboration with the Member States, shall set up and manage an
electronic system to ' collate and process the following information: by-means-of-the
(aa) summaries of the results of the surveillance activities referred to in Article 67(1c);

(a) information in relation to non-compliant devices presenting a risk to health and safety

referred to in Article 68(2), (4) and (6);

(b} orfatie OHHO-COHHP d
corred-toi icle 7002):
(¢) information in relation to formal non-compliance of products referred to in Article
71(2);
(d) information in relation to preventive health protection measures referred to in Article
72(2);

(e) summaries of the results of the reviews and assessments of the surveillance activities

of the Member States referred to in 65(2).

2. The information mentioned in paragraph 1 shall be immediately transmitted through the

electronic system to all competent authorities concerned and, where applicable, to the

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

concerned and be accessible to the Member States and to the Commission.

3. Information exchanged between Member States shall not be made public when this may

. . . .. . 1063
impair market surveillance activities and co-operation between Member States.

1061
1062
1063

The words highlighted in grey are reinstated.

The words highlighted in grey are reinstated.

19 Member States agree to adding point 3 in Article 75b; 3 do not agree; 2 are neutral. This
paragraph, which was suggested for deletion in document 10146/14 is therefore reinstated.
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Chapter VIII'"*

Cooperation between Member States, Medical Device Coordination

5 1067

Group, EU reference laboratories, device registers

Article 74
Competent authorities
The Member States shall designate the competent authority or authorities responsible for the
implementation of this Regulation. They shall entrust their authorities with the powers,
resources, equipment and knowledge necessary for the proper performance of their tasks

1065 The Member States shall communicate the names and contact

pursuant to this Regulation.

details of the competent authorities responsible for-the-implementation-of-this Regulation to

1066

the Commission which shall publish a list of competent authorities.

1064
1065

1066

1067

1068

The text of this chapter comes from document DS 1539/14.

BG. DK, IE: Delete "resources, equipment and knowledge". Cion: This text is based on
Regulation (EC) No 765/2008, compare e.g. Article 16(3).

DE: The requirement in the last sentence is impossible - DE has 80 competent authorities. AT,
PT: Authority list needed e.g. for market surveillance.

DE, PT, UK: Delete this paragraph - there is no reference to "national contact point"
elsewhere in the text. ES: Reservation. AT: Contact point needs powers so the paragraph is
problematic. Need for contact point for clinical investigations. Cion: Similar provision in
Clinical trials regulation

FR: Reservation on deletion of this paragraph.
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Article 75
Cooperation

1. The competent authorities of the Member States shall cooperate with each other and with the

Commission which shall provide for the organisation of exchanges of '*“and-exchange
with-each-other-the information necessary to enable this Regulation to be applied

uniformly.'"”"

2. Member States shall with the support of and the Commission shall participate, where
appropriate™”', in initiatives developed at international level with the aim of ensuring

cooperation between regulatory authorities in the field of medical devices.'®"

Article 76
Medical Device Coordination Group
The Medical Device Coordination Group (MDCGQG) established in accordance with the conditions
and modalities defined in Article 78, 81a and 82"°" of Regulation (EU) [Ref. of future Regulation
on medical devices] shall carry out, with the support of the Commission as provided in Article 79 of

that Regulation, the tasks assigned to it by this Regulation.

1069

Following MD proposal
1070

E. AT: The following text based on part of Article 20a in Directive 93/42/EC is missing:
"The Commission shall provide for the organisation of an exchange of experience between the
competent authorities Féﬂﬁ@ﬁﬁbléj%%ﬁket—ﬁﬁweﬁlaﬁee in order to coordinate the uniform
application of this Directive."

71 DS 1138/13 UK: add “where appropriate”.

072 DE, AT:IE. PT: Important that all Member States can participate - therefore Cion should

support MS.

073 Presidency proposal in response to FR request (see footnote on Article 82 in the MD
Regulation).
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Article 77
Tasks of the MDCG '""*
The MDCG shall have the following tasks:
(a) to contribute to the assessment of applicant conformity assessment bodies and notified bodies

pursuant to the provisions set out in Chapter IV; '075 1076 1077

(b) to—adopt—ophﬁon-sms to-be provided-to-notified-bodies-as-part-of-the to contribute to the
107 conformity assessments pursuant to'"" for-devices-listed-in Article

scrutiny of certain
1081 1082
41081 1082

b

(c) to contribute to the development'®® of'***

1085

guidance aimed at ensuring effective and

harmonised implementation " of this Regulation, in particular regarding the designation and

monitoring of notified bodies, application of the general safety and performance

1086 f4087 11088 1089 1090 - : : -by

mvestigations

manufacturers, and the'"" assessment by notified bodies and the vigilance activities'"*;

requirements ~ and conduct o the clinica evaluation

1074 CY, SE: Questions whether it is possible for the MDCG to take on all the tasks listed here.

NL, UK: This article requires more discussion in order for the tasks to be sufficiently clear.

AT: Important provision.

IE, IT: Add coordination tasks here.

1077 UK: Is this really a MDCG task?

078 DE: Unclear what this means, in particular in relation to MDCG role regarding guidelines.

%" The underlined words come from the Cion proposal and are reinstated.

1980 The underlined words come from the Cion proposal and are reinstated.

1081 Cz.DK,IE.IT, LT, NL., AT, PL, SK, SE. UK: Scrutiny reserve until discussion on Article

42 finalised.

DS 1483/13 DE: Replace points (b) to (f) with an aim to strengthen market surveillance.

183 DS 1190/13 AT: add “and maintenance”

198 DE. NL. AT, SK: Replace "contribute to the development of" with "develop".

1085 AT: add "including classification”.

1086 Eollowing MD proposal

1087 PT: Add "post-market surveillance,"

1088 SE: Need for coordination of clinical data.

1989 The underlined word come from the Cion proposal and is reinstated.

190 DS 1190/13 AT: add “, including PMCF”

1 DS 1190/13 AT: add “related”

1992 pey addition based on the forthcoming proposal on chapter VII concerning the designation of
Coordinating Competent Authority (Art. 63)

1075
1076

1082
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(ca) to continuously monitor the technical progress and assess whether the essential
requirements on safety and performance provided in this Regulation and Regulation (EU)
No [.../...] [on medical devices] are appropriate to ensure safety and performance of in

vitro diagnostic medical devices and identify the need to amend Annex I ;1093 1094

1093 DK: This task had better be allocated to the Commission due to the need for resources. NL,

SE: Heavy task.
109 FR, IT, AT: Add reference to Annex VII (on classification).
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1095 1096

1095 S 1483/13 DE add:

“th

S (SIS >

Rz kRRRE

SIS

1)
(m)

to continuously monitor the technical progress and assess whether the essential

requirements on safety and performance provided within this Regulation are
appropriate to ensure safety and performance of in vitro diagnostic medical devices and
identify the need to amend Annex I;

to develop guidelines on clinical evaluation of certain in vitro diagnostic medical
devices

to contribute to the development of in vitro diagnostic medical devices standards;

to contribute to the development of Common Technical Specifications (CTS)

to develop and maintain a framework for a European market surveillance program,

to develop minimum requirements on a quality management system for national market
surveillance authorities .

to organise joint market surveillance and joint testing projects;

to organise training programmes and exchanges of national officials on market
surveillance, on notified bodies designation and monitoring and on clinical
investigations,

to organise information campaigns and joint visit programmes;

to provide an opinion on the application of the classification criteria-set out in Annex
VII to a given device, or category or group of devices according to Article 41
paragraph 3 within six months

to provide at the Commission’s request an opinion on_a the classification of a device, or
category or group of devices according to Article 41 paragraph 4

to contribute to the development of guidance aimed at ensuring effective and
harmonised implementation of this Regulation.”

10% 1S 1024/14 NL: does not agree with points g, h, i, j, k, | & m suggested by DE delegation.
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(cb) to contribute to the development of in vitro diagnostic medical devices standards and of

Common Speciﬁcations1097 1098 1099,

(d) to assist the competent authorities of the Member States in their coordination activities in
particular 1100 the fields of classification and regulatory status™"" of in vitro diagnostic
medical devices, clinical performance studies, vigilance and market surveillance including
the development and maintenance of a framework for a European market surveillance
program with the objective of efficiency and harmonisation of market surveillance in the
European Union, in accordance with Article 65 671102 1103;

(e) to provide advice and-assistthe Commission, either on its own initiative''" or at its request
of the Commission, in s the assessment of any issue related to the implementation of this
Regulation; "%

(f)  to contribute to harmonised administrative practice with regard to in vitro diagnostic medical
devices in the Member States.

1106

197 ER, AT: CTS should be main task, standards less important for MDCG.

1% SE: Heavy task.

1999 DK, NL: Support for this point.

100 Eollowing MD Proposal

10U ES, IT,NL., AT, PT., UK: Add "and qualification". PL: Opposed to this addition. ES: Give
MDCG a role in the decision on the regulatory status of products (Article 3). Cion: Article 3
is on implementing acts, so there is already a committee assisting the Commission in those
decisions. Pcy consider that MDCG can give comments useful to decide the classification or
the regulatory status of a product; the Committee assisting the Commission on implementing
acts has a different role.

102 DK, LT, PL, SE: Scrutiny reserve until discussion on Article 67 (MD) finalised.

103 TE, IT, SK: This point must be further elaborated.

1104 SE: Questions if this is legally possible.

105 DK, FR: Support for the changes to this point.

106 UK : Add "contribute to the development of EUDAMED".
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Article 78
European Union reference """ laboratories " 110 110 1111 1112
For specific devices, or a category or group of devices, or for specific hazards related to a
category or group of devices, the Commission may designate, by means of implementing acts,
one or more European Union reference laboratories, hereinafter referred to as 'EU reference
laboratories', that satisfy the criteria set out in paragraph 3. The Commission shall only
designate laboratories for which a Member State or the Commission's Joint Research

Centre''" have submitted an application for designa‘[ion.1114

1107
1108
1109

1110

1111

1112

1113
1114

DS 1256/14 UK Add : “and testing”

FR: Strong support for EU reference laboratories.

AT: The procedure for appointing EU reference laboratories must seek to find such

laboratories covering all types of IVDs and avoid to "over-establish" laboratories for certain

tasks.

General support for creating EU reference laboratories for [VDs.

DE: Need for clear rules for reference laboratories for [VDs. Results must be comparable and

reliable. (See following footnotes on this article.)

UK: Proposal for introducing a new concept of ‘EU testing laboratories’ that would replace
the unclear ‘national reference laboratories’ proposed by the Commission. They would be
managed by the JRC and work closely with reference laboratories to ensure high standards.
BE: What exactly is the role of the JRC here?

DS 1484/13 DE: Replace this paragraph with:

"I.  Fordevices of class D-a network of European Union reference laboratories shall be
established. The Commission shall designate, by means of implementing acts, European
Union reference laboratories as members of the network described in the first sentence,
hereinafter referred to as 'EU reference laboratories’, that satisfy the criteria set out in
paragraph 3. The Commission shall only designate laboratories for which a Member
State or the Commission's Joint Research Centre have submitted an application for
designation."

AT support
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1115 1116
2.

Within the scope of their designation, the EU reference laboratories ° shall, where

appropriate, have the following tasks''"”:

(a) to verify compliance of class D and class C ""*devices with the applicable CES, when
available, or with other solutions chosen by the manufacturer to ensure a level of safety
and performance that is at least equivalent, as provided for in the second subparagraph
of Article 40(2)"";

(b)  to carry out appropriate''? tests on samples of manufactured class D devices or batches
of class D devices, as provided for in the Section 5.7 of Annex VIII and in Section 5.1
of Annex X

(c) to provide scientific and technical assistance to the Commission, the MDCG"'?', the

1122

Member States and notified bodies in relation to the implementation of this

Regulation;

1123

(d) to provide scientific advice regarding  ~ the state of the art in relation to specific

devices, or a category or group of devices;

15 DS 1256/14 UK: Delete points (a) and (b) and add subparagraphs 2a. e 2b. (testing
laboratories — see following footnotes)
SE: Question regarding use of private-owned laboratories and their duties as regards
confidentiality.
IT: The tasks are too broad.

Cion proposal (Working Party September 30™) — AT, BE support
DS 1484/13 DE: Replace: "when available, or with other solutions chosen by the
manufacturer to ensure a level of safety and performance that is at least equivalent, as
provided for in the second subparagraph of Article 40(2)." by ". The laboratory evaluation
according to Annex VIII and 1X shall focus on the analytical and clinical sensitivity and
specificity.".
120 1S 1484/13 DE: Add: "laboratory".
121 SE: Delete this addition. Cion: The MDCG has no budget. Therefore it is not meaningful to

add it here.

1122 1S 1484/13 DE: Delete: "and notified bodies".
"3 DS 1484/13 DE: Replace: "regarding” by " and technical assistance regarding the definition

of .

1116

1117
1118
1119
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1135

1124

(e) to setup and manage a network of national reference laboratories™ “after consulting

with the national authorities"*>

1127

and publish a list of the participating national

1128

reference laboratories” “’ and their respective tasks;

(f)  to contribute to the development of appropriate testing and analysis methods to be

1129

applied for conformity assessment procedures = and market surveillance;

(g) to collaborate with notified bodies in the development of best practices for the

. 1130
performance of conformity assessment procedures;

(h) to provide recommendations on suitable reference materials and reference measurement
procedures of higher metrological order;

(i)  to contribute to the development of standards at international level;'"*!

1133

(j)'**to provide scientific opinions'™? in response to consultations by notified bodies in

accordance with this Regulation and publish them by electronic means after

. . . . . . e 1134
consideration of national provisions on the respect of confidentiality

1124
1125
1126
1127
1128

1129
1130
1131

1132

1133

1134
1135

DS 1256/14 UK Replace “national reference laboratories” by “EU testing laboratories”
NL: Delete this addition. Cion: Same position.

DS 1256/14 UK Add “in collaboration with the Joint Research Centre which shall”

DS 1256/14 UK Replace “national reference laboratories” by “EU testing laboratories”
DS 1484/13 DE: Replace this paragraph with: "fo contribute to a network of national
reference laboratories in particular by developing common principles, best practices and
participating in ring testings;".

DS 1484/13 DE: Add: ", for batch verification and".

DS 1484/13 DE: Delete this point.

DS 1484/13 DE: Replace this point with: "fo contribute to the development of common

technical specifications (CTS) as well as of international standards; ".

DS 1484/13 DE: Replace this point with: "fo provide scientific opinions in response to

consultations by the competent authorities of the Member States.".

UK: What exactly are scientific opinions?

DK: unclear what this addition means.

DS 1256/14 UK add :

“2a. EU testing laboratories shall have the following tasks:

(a) to verify compliance of class D devices with the applicable CTS, where available, or
with other solutions chosen by the manufacturer to ensure a level of safety and
performance that is at least equivalent, as provided for in the second subparagraph of
Article 40(2);

(b) to carry out appropriate tests on samples of manufactured class D devices or batches of
class D devices, as provided for in the Section 5.7 of Annex VIII and in Section 5.1 of
Annex X;”
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1136
3. EU reference'" laboratories shall satisfy the following criteria:
(a) to have adequate and appropriately qualified staff with adequate knowledge and
experience in the field of the medical devices for which they are designated;'"*®
(b) to possess the necessary equipment and reference material to carry out the tasks
assigned to them;

1139

(c) to have the necessary knowledge of international standards™ ™ and best practices;

(d) to have an appropriate administrative organisation and structure;

36 DS 1256/14 UK Add :

“2b. Laboratories may be designated as both EU reference laboratories and EU testing
laboratories. In such cases the laboratories must have in place clear and separate
governance structures.”

7 DS 1256/14 UK Add : “and testing”
3% DS 1484/13 DE: Replace this point with:

"(a) to have appropriately qualified staff with adequate knowledge and experience in the
field of the in vitro diagnostic medical devices for which they are designated.
Appropriate knowledge and experience shall be based on

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

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

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

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

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

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

- participation in relevant external and internal quality assessment schemes organised by
international or national organisations."

AT support

3% DS 1484/13 DE: Add ", common technical specifications and".
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(e) to ensure that their staff observe the confidentiality of the information and data obtained
in carrying out their tasks;

(f) to act in the public interest and''*

in an independent manner;

(g) to ensure that their staff do not have financial or other interests in the in vitro diagnostic
medical device industry which could affect their impartiality, declare any other direct
and indirect interests they may have in the in vitro diagnostic medical device industry

and update this declaration whenever a relevant change occurs.
1141

4. EU reference laboratories may''** be granted a Union financial contribution.
The Commission may adopt, by means of implementing acts, the modalities and the amount
of the grant of a Union financial contribution to EU reference laboratories, taking into account
the objectives of protection of health and safety, support of innovation and cost-effectiveness.
Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 84(3).

40" DS 1484/13 DE: Delete "in the public interest and".
141 1S 1484/13 DE: Add the following paragraph:

"3a. The network of European Union reference laboratories shall satisfy the following
criteria and the reference laboratories in the network should coordinate and harmonise
their working methods as regards testing and assessment. This involves:

a)  applying coordinated methods, procedures and processes,

b)  agreeing on the use of same reference materials and common test samples and
seroconversion panels;

c¢)  establishing and common assessment and interpretation criteria

d)  using common testing protocols and assessing the test results using standardised
and coordinated evaluation methods;

e)  using standardised and coordinated test reports;

f)  developing, applying and maintaining a peer review system

g)  organizing regular quality assessment tests (including mutual checks on the
quality and comparability of test results).

h)  agreeing on joint guidelines, instructions, procedural instructions or standard
operational procedures (SOPs);

i) coordinating the introduction of testing methods for new technologies and
according to new or amended CTS;

J) reassessing the state of the art on the basis of comparative test results or by
further studies, as requested by the European Commission or a Member State"

AT support

1142 1S 1484/13 DE: Replace "may" with "shall".
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1143

5. Where notified bodies or Member States request scientific or technical assistance or a

scientific opinion from an EU reference laboratory, they may be required to pay fees to

1144

wholly or partially” ™ cover the costs incurred by that laboratory in carrying out the requested

task according to a set of predetermined and transparent terms and conditions.

6.""% The Commission shall specify-be-empewered-to by means of adoptdelesated-implementing
acts in accordance with Article 845-for-the-folowing purpeses:

(a) amending-orsupplementing detailed rules to facilitate the application the-tasks-of EY
reference-laberatoriesreferred-to-in of paragraph 2 and detailed rules to ensure
compliance with the criteria to-be-satisfied-byEU-referencelaboratories referred to in
paragraph 3;

(b) setting out the structure and the level of the fees referred to in paragraph 5 which may
be levied by an EU Reference Laboratory for providing scientific opinions in response
to consultations by notified bodies and Member States in accordance with this
Regulation, taking into account the objectives of protection of human health and safety,

support of innovation and cost-effectiveness.

7. EU reference''® laboratories shall be subject to controls, including on-site visits and audits,
by the Commission to verify compliance with the requirements of this Regulation. If these

controls find that a laboratory is not complying with those requirements for which they have

1147

been designated, the Commission, by means of implementing acts™ ', shall take appropriate

measures, including the restriction, suspension or withdrawal of the designation.

14 DE, ES: The assistance for Member States should be free of charge.

1144 DS 1484/13 DE: Delete "wholly or partially".

1145 DS 1484/13 DE: Delete this paragraph.

146 DS 1256/14 UK add : “and testing”

47 DS 1484/13 DE: Move "by means of implementing acts" to the end of the sentence.
1148 pey: Following MD Proposal
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Article 79

Device registers and data banks 1149 1150

The Commission and the Member States shall take all appropriate measures to encourage''>" '**

the establishment of''>* m%d—eo—opemtu%aml—mte#opembtmy—between registers and data banks

for specific types of devices

spstematicmannersetting common principles to collect comparable information ''**. Such

registers and data banks shall contribute to the independent evaluation of the long-term safety and
1155

performance of devices.

149 SE : doubts_on IVD registers . Cion : registers could be useful for certain pathologies

(eg.Diabetes). DE 1VD data banks more useful than IVD registers

ES: It should be made clear that Cion should finance device registers. AT: Device registers
should be financed by manufacturers.

51 The underlined word comes from the Cion proposal and is reinstated.

11532 SE, UK: Prefer original text. Not appropriate to regulate here who should create device
registers and who should finance them. DE, AT: Similar views. Rules are needed to make
registers compatible and facilitate joint data evaluation. Cion: Rules on compatibility
important. Cion can not finance these registers.

The underlined words comes from the Cion proposal and are reinstated.

1150

1153
1154

Following MD Proposal
1155 NL: Doubts on this article. How does it link to market surveillance and how does it link to
EUDAMED?
DS 1262/13 IT: Also has concerns about how meaningful this provision is. Made other
suggestion.
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Chapter IX'"**

Confidentiality, data protection, funding, penalties

Article 80
Confidentiality"™ 15
Unless otherwise provided in this Regulation and without prejudice to existing national
provisions and practices in the Member States on medieat '"*’confidentiality, all parties
involved in the application of this Regulation shall respect the confidentiality of information
and data obtained in carrying out their tasks in order to protect the following:
(a) personal data in compliance with Article 85 Direetive 95/46/EC-and Regulation(EC)
No-45/200+; 1160

1156

1157

1158

1159
1160

The text of this chapter is based on that in document 15118/14 but has been updated by IT
Pcy following the meeting of the Working Party on 11 and 12 September 2014.

DS 1006/14 IE General comment: Appropriate provisions around confidentiality of
information are a critical topic. These provisions should strike a balance between an
appropriate level of transparency on information about the performance and safety of medical
devices and the need to protect commercially sensitive proprietary information.

In particular, Article 80(1)(b) should seek to protect primarily intellectual property such as
design, materials and manufacturing details (although it is important to demonstrate the
technical, biological and clinical equivalence in accordance with Annex XII). Other
information, such as information obtained through vigilance and market surveillance systems
should not be subject to the same level of confidentiality provisions.

It is also critical to ensure that the European legislation is sufficiently clear to ensure that
information on emerging safety and regulatory issues can be shared and dealt with effectively
between competent authorities on a confidential basis. Practical experience with the variety of
national freedom of information provisions across Europe has led to some difficulties with the
exchange of information between authorities.
BE, IE, PT suggested that, in order to avoid duplication of communication systems, it should
be envisaged to restrict the visibility of some information contained in the unique electronic
system to the Member States and the Commission.

SE, DK, FI, DE delete "medical".
The Presidency proposals regarding this point are simply an alignment with what was
proposed for article 84 of the Medical Device Regulation in doc. 6804/14.
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: . 1161
(b) commercial interests and trade secrets"'

1162

of a natural or legal person, including
intellectual property rights unless disclosure is necessary for reasons of public

health;

(c) the effective implementation of this Regulation, in particular for the purpose of

. . . . . 11
inspections, investigations or audits.''®?

Without prejudice to paragraph 1, information exchanged between competent authorities and
between competent authorities and the Commission on condition of confidentiality shall

remain-confidential-unless shall not be disclosed without prior consultation with the
originating authority hasasreed-to-its-disclosure, 164 1165 1166

Paragraphs 1 and 2 shall not affect the rights and obligations of the Commission, Member
States and notified bodies with regard to exchange of information and the dissemination of
warnings, nor the obligations of the persons concerned to provide information under criminal

law.

1161

1162

1163

1164

1165

1166

DS 1006/14 DE adding "commercial interests and business secrets of a natural or legal
person, including intellectual property rights;" Changed to "trade secrets" by Pcy.
Comment: Should there be a clarification that confidentiality could only be claimed by CAs
and Cion for information concerning vigilance cases or aspects of product safety as far as the
protection of the legal interests mentioned in paragraph 1 (a) and(b) is concerned?

SE, IR; DK; DE; PT; ES; UK add ", unless disclosure is necessary for reasons of public
health".
The Presidency proposal to reinstate this point is simply an alignment with what is proposed
for article 84 of the Medical Device Regulation.
The Presidency proposal for changes to this paragraph is simply an alignment with what is
proposed for article 84 of the Medical Device Regulation.

IE maintain this point. UK scrutiny reservation on deletion of this point in previous

documents. SE, PL reservation

SE replace "shall remain confidential unless the originating authority has agreed to its
disclosure" with "shall not be disclosed without prior consultation with the originating
authority". DK, PT support. Transparency/Confidentiality must be based on objective
reasons.
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The Commission and Member States may exchange confidential information with regulatory
authorities of third countries with which they have concluded bilateral or multilateral

confidentiality arrangements.

Article 81
Data protection
Member States shall apply Directive 95/46/EC to the processing of personal data carried out

in the Member States pursuant to this Regulation.

Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by the

Commission pursuant to this Regulation.

Article 82"
Levy of fees'®®
This Regulation shall be without prejudice to the possibility for Member States to levy fees
for the activities set out in this Regulation, provided that the level of the fees is set in a

transparent manner and on the basis of cost recovery principles. Fhey

Member States shall inform the Commission and the other Member States at least

1169

three *° months before the structure and level of fees is to be adopted.

1167

1168

1169

The Presidency proposals regarding this article are simply an alignment with what was
proposed for article 86 of the Medical Device Regulation in doc. 6804/14.

DS 1006/14 IE General comment: The ability of a national authority to levy fees to fund all
of its medical device activities is a critical provision and is very much welcomed. Ideally a
common mechanism and structure for fees could be developed for use by some or all of the
medical device authorities. This would be simpler, more transparent and less of an
administrative burden for the medical device industry.

We suggest that careful consideration is given to other areas of the Proposals to ensure that
they facilitate the collection of fees. For example, notification of economic operators and
medical devices in the European databank may be a step for which a fee may be charged.
National validation of this data may also be of benefit to the overall quality of the data in the
databank. This topic should be very carefully considered by the group of experts who will
develop the European databank described in these Proposals.

FR due to national decision making procedures one month is more appropriate
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Article 83

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

affecting them.

7" DS 1006/14 DE "may" instead of "shall". According to our legal understanding Member

States could only be obliged to lay down penalties for infringements if the infringements that
shall be subject to penalties are listed in this Article (principle of legal certainty). The
proposed wording leaves it uncertain whether Member States have to lay down penalties for
all infringements or only for those they consider as necessary.

It is to be discussed if there should be a list of infringements of provisions of this Regulation
that should subject to penalties in each Member State in order to ensure a level playing field.

Pres.: standard provision that can also be found in Article 87 of Regulation (EU) No 528/2012
(biocidal products); Article 24 of Directive 2011/83 (consumer rights); Article 37 of
Regulation (EC) No 1223/2009 (cosmetic products); Article 11 of Regulation (EC) No
595/2009 (motor-vehicles); Article 94 of Regulation (EU) No 536/2014 (clinical trials) (OJ
L158/2014 p. 1.27.5.2014). etc.
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Chapter X"

Final provisions

Article 84
Committee procedure
The Commission shall be assisted by the Committee on Medical Devices set up by Article 88
of Regulation (EU) [Ref. of future Regulation on medical devices].

Where reference is made to this paragraph, Article 4 of Regulation (EU) No 182/2011 shall
apply.

Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall
apply.

Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and the third subparagraph of Article 5(4) of Regulation (EU)
No 182/2011 shall apply.''"* "'

Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011, in

conjunction with Article 4 or Article 5, as appropriate, shall apply.

1171
1172

1173

The text of this chapter comes from document 15118/14.

The Presidency proposal regarding this paragraph are simply an alignment with what was
proposed for article 88 of the Medical Device Regulation in doc. 6804/14.

DS 1008/14 DE Rationale: Article 5 (4) second subparagraph point (b) of Regulation (EU)
No182/2011 foresees the option to lay down in the basic act that the Commission cannot
adopt the draft implementing act in the absence of an opinion from the committee. This option
should be used.

Doing so, different opinions on whether the act in question concerns the protection of the
health or safety or definitive multilateral safeguard measures according to Article 5 (4)
second subparagraph point ( a) could be avoided.
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Article 85
Exercise of the delegation
The power to adopt the delegated acts referred to in Atrticles'* 4(6), 8(2), 15(4), 22(7), 23(7),
27(2), 38(2), 39(4), 40(10), 43(5), 49(7), 51(3), 72(4) and 78(6) is conferred on the
Commission subject to the conditions laid down in this Article. When adopting those
delegated acts, the Commission shall follow its usual practice and carry out consultations

with experts, including Member States’ experts."'””

The delegation of power referred to in Articles''’® 4(6), 8(2), 15(4), 22(7), 23(7), 27(2), 38(2),
39(4), 40(10), 43(5), 49(7), 51(3), 72(4) and 78(6) shall be conferred on the Commission for
an-indeterminate-period-of time a period of five years from the date of entry into force of this
Regulation. The Commission shall draw up a report in respect of the delegated powers not
later than six months before the end of the five year period. The delegation of powers shall
be tacitly extended for periods of an identical duration, unless the European Parliament or
the Council opposes such extension not later than three months before the end of each

. 1177
period.

The delegation of power referred to in Articles"'”® 4(6), 8(2), 15(4), 22(7), 23(7), 27(2), 38(2),
39(4), 40(10), 43(5), 49(7), 51(3), 72(4) and 78(6) may be revoked at any time by the
European Parliament or by the Council. A decision of revocation shall put an end to the
delegation of the power specified in that decision. It shall take effect the day following its
publication in the Official Journal of the European Union or at a later date specified therein. It

shall not affect the validity of any delegated acts already in force.

1174

1175

1176

1177

1178

The references in this article are subject to revision depending on the discussion of each
specific delegation of power.

Pcy addition of text approved by Coreper. The text in question is subject to discussion in
ongoing informal trialogues on other proposals.

The references in this article are subject to revision depending on the discussion of each
specific delegation of power.

Standard provision - see e.g. Regulation (EU) No 536/2014 on clinical trials. (OJ L158/2014
p. 1.27.5.2014).

The references in this article are subject to revision depending on the discussion of each
specific delegation of power.
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1179

As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the

European Parliament and to the Council. ''®°

A delegated act adopted pursuant to any of the Articles listed in paragraph 1 shall enter into
force only if no objection has been expressed either by the European Parliament or by the

81 months of notification of that act to the European

Council within a period of twe three
Parliament and the Council or if, before the expiry of that period, the European Parliament
and the Council have both informed the Commission that they will not object. That period
may be extended by twe three months at the initiative of the European Parliament or the

Council.

1179

1180

1181

FR, UK Add the following paragraphs from doc. 6774/14:

"3a. Before the adoption of a delegated act, the Commission shall consult the MDCG. For
this purpose, the Commission shall submit its draft delegated act to the MDCG. Except
in duly justified cases, it shall convene a meeting not less than 14 days from submission
of the draft delegated act and of the draft agenda to the MDCG. The MDCG shall be
given the opportunity to comment on all major changes of the draft delegated act before
it is adopted by the Commission.

The MDCG shall adopt an opinion on the draft delegated act. As far as possible, the
MDCG shall adopt its opinions by consensus. In the event of a vote, the outcome of the
vote shall be decided by a simple majority of the members. The Commission shall
inform the MDCG of its preliminary reactions and how it intends to proceed and shall
give the MDCG the opportunity to react.

3b.  When adopting a delegated act, the Commission shall take the utmost account of the
opinion delivered by the MDCG.

A summary of the consultation shall be drafted by the Commission and adopted by [the

expert group]. In case the Commission does not act in accordance with the opinion

delivered by [the expert group], it shall set out its reasons for this in the summary."
FR, UK Add "A4long with the delegated act, the Commission shall transmit the summary of
the consultation.". (Text from document 6774/14)
Based on recent experience, the Presidency proposes to prolong the time periods in this
paragraph in order to make sure that Member States also when delegated acts are notified in
July get a chance to properly scrutinize them. Please note that there is also an urgency
procedure laid down in Article 86.
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Either the European Parliament or the Council may object to a delegated act in accordance

with the procedure referred to in Article 85. In such a case, the Commission shall repeal the
act without delay following the notification of the decision to object by the European

Parliament or the Council.

Article 86a''™

Separate delegated acts for different delegated powers

The Commission shall adopt a separate delegated act in respect of each power delegated to it

pursuant to this Regulation.

Article 87
Transitional provisions1184
From the date of application of this Regulation any publication of a notification in respect of a

notified body in accordance with Directive 98/79/EC shall become void.

1182

1183
1184

Pcy proposes to delete this article since the (only) reference to the urgency procedure for
delegated acts (in Article 72(4)) will be deleted in analogy to what is done in the Medical
Device Regulation.

Pcy follow up to discussion in the Working Party on 16 September.

DS 1008/14 DE Comment: This article requires serious discussion and agreement when
general agreement on the other articles is achieved. Many of the provisions in this current
article are insufficient and inappropriate however a discussion on this makes only sense if we
know the final wording of the related provisions in this regulation._Pcy agrees that an
overview of the timing related to the transitional provisions is necessary.
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2. Certificates issued by notified bodies in accordance with Directive 98/79/EC prior to the entry
into force of this Regulation shall remain valid until the end of the period indicated on the
certificate, except for certificates issued in accordance with Annex VI of Directive 98/79/EC

which shall become void at the latest two years after the date of application of this Regulation.

Certificates issued by notified bodies in accordance with Directive 98/79/EC after the entry
into force of this Regulation shall become void at the latest two years after the date of

application of this Regulation.

3. By way of derogation from Directive 98/79/EC, devices which comply with this Regulation

may be placed on the market before its date of application.

4. By way of derogation from Directive 98/79/EC, conformity assessment bodies which comply
with this Regulation may be designated and notified before its date of application. Notified
bodies which are designated and notified in accordance with this Regulation may apply the
conformity assessment procedures laid down in this Regulation and issue certificates in

accordance with this Regulation before its date of application.

5. By way of derogation from Article 10 and points (a) and (b) of Article 12(1) of Directive
98/79/EC, manufacturers, authorised representatives, importers and notified bodies who,
during the period from [date of application] until [18 months after date of application],
comply with Article 23(2) and (3) and Article 43(4) of this Regulation shall be considered to
comply with the laws and regulations adopted by Member States in accordance with Article
10 and points (a) and (b) of Article 12(1) of Directive 98/79/EC as specified in Commission
Decision 2010/227/EU.

6.  Authorisations granted by competent authorities of the Member States in accordance with

Article 9(12) of Directive 98/79/EC shall keep the validity indicated in the authorisation.
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Article 88

Evaluation
No later than five years after the date of application, the Commission shall assess the application of
this Regulation and establish an evaluation report on the progress towards achievement of the
objectives of the Regulation including an assessment of resources required to implement this

Regulation.

Article 89
Repeal
Directive 98/79/EC of the European Parliament and of the Council is repealed with effect from
[date of application of this Regulation] with the exception of Article 10 and points (a) and (b) of
Article 12(1) of Directive 98/79/EC which are repealed with effect from [ 18 months after date of
application).

References to the repealed Directive shall be understood as reference to this Regulation and shall be

read in accordance with the correlation table laid down in Annex XIV.

Article 90
Entry into force and date of application
1 This Regulation shall enter into force on the twentieth day after its publication in the Official

Journal of the European Union.

2. It shall apply from [five years after entry into force].
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3. By way of derogation from paragraph 2 the following shall apply:
(a) Article 23(2) and (3) and Article 43(4) shall apply from [18 months after date of
application referred to in paragraph 2];
(b) Articles 26 to 38 shall apply from [six months after entry into force]. However, prior to
[date of application as referred to in paragraph 2], the obligations on notified bodies
emanating from the provisions in Articles 26 to 38 shall apply only to those bodies
which submit an application for notification in accordance with Article 29 of this

Regulation, '

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26-:92012

For the European Parliament For the Council

The President The President

155 DS 1008/14 DE Comment: There is a need to check the compatibility with transitional
measures in 87(1).
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	(d) the health institution provides information on the use of such devices to their competent authority, which shall include a justification of their manufacturing, modification or use.110F  111F
	(d)112F  the health institution draws up a declaration, that it shall make publicly available on request, including:
	(e) the health institution compiles a documentation allowing an understanding of the production facility, the production process, the design and performance data of the devices, including the intended performance, for enabling the competent authority...
	Devices classified as class D in accordance with the rules set out in Annex VII, even if manufactured and used within a single health institution, shall comply with the requirements of this Regulation. However, the provisions regarding CE marking set...
	These provisions do not apply 122F  to devices which are manufactured on an industrial scale and 123F  which are used within the framework of a commercial diagnostic service.124F  125F  126F
	Article 4a 130F  131F
	Article 6 Harmonised standards
	3a. Manufacturers shall ensure compliance with the provisions of this Regulation throughout the entire lifetime of the devices he has made available on the market or put into service.
	5. Manufacturers shall keep 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 43, available to the competent...
	If in the course of the post-market surveillance a need for corrective action is identified, the manufacturer shall implement the appropriate measures inform the notified body concerned including immediate notification to Eudamed as established by Ar...
	The manufacturer shall draw-up an annual report setting out the results of post-market surveillance. That report shall be part of the technical documentation
	aa. ensure 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; 179F
	a. keep keep at his registered place of business180F  a copy of the technical documentation,181F  the EU declaration of conformity and, if applicable, a copy of the relevant certificate including any supplement amendments and supplements issued in acc...
	b. comply with the registration obligations laid down in Article 23(2), (4) and (5);
	c. in response to a reasoned182F  request from a competent authority, provide that competent authority with all the information and documentation necessary to demonstrate the conformity of a device in an official Union language which can be easily und...
	e. cooperate with the competent authorities on any corrective action taken to eliminate the risks posed by devices;
	f. immediately inform the manufacturer about complaints and reports from healthcare professionals187F , patients and users about suspected incidents related to a device for which they have been designated;
	g. terminate the mandate if the manufacturer acts contrary to his obligations under this Regulation.
	To allow for the authorised representative to fulfil the tasks mentioned in this paragraph, the manufacturer shall at least ensure that the authorised representative has permanent immediate permanently available and rapid access to the necessary docum...
	(a) 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(s) or statement(s);
	(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 189F healthcare professionals, patients or users about suspec...
	Article 11190F  General obligations of importers191F
	a) that the appropriate conformity assessment procedure has been carried out by the manufacturer194F  that the device has been CE marked and that the declaration of conformity of the device has been drawn up and is still valid;
	b) that an authorised representative in accordance with Article 9 has been designated by the manufacturer and that the authorised representative is notified of the devices that the importer is placing on the market195F  196F
	c) 197F that the EU declaration of conformity and the technical documentation has been drawn up by the manufacturer;
	d) that the device bears the required CE marking of conformity198F ;
	e) that the device is labelled in accordance with this Regulation and accompanied by the required instructions for use and EU declaration of conformity199F ;
	f) 200F that, where applicable, a Unique Device Identification has been assigned by the manufacturer in accordance with Article 22;
	201F 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 market202F  until it has been brought into conformity and shall inform the man...
	3. 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 where that is not possib...
	4. Importers shall ensure verify204F  that the device is registered in the electronic system in accordance with Article 25(2). )205F , comply with their obligations laid down in paragraphs 3 to 5 of that Article and shall add their details to that reg...
	5. Importers shall ensure that, while a device is under their responsibility207F , storage or transport conditions do not jeopardise its compliance with the general safety and performance requirements set out in Annex I and shall comply with the cond...
	6 When deemed appropriate
	8218F . Importers who have received complaints or reports from healthcare professionals, patients or users about suspected incidents related to a device which they have placed made available219F  placed on the market shall immediately forward this inf...
	9. Importers shall, for the period referred to in Article 8(4), keep a copy of the EU declaration of conformity at the disposal of the market surveillance authorities and ensure that the technical documentation and, if applicable, a copy of the relev...
	10. 224F Importers shall, in response to a request from a competent national authority, provide it with all the information and documentation necessary to demonstrate the conformity of a product. This obligation shall be considered fulfilled when The ...
	233F 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 device ...
	5. 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 forward238F  this information to the manufacturer and, ...
	6. Distributors shall, in response to a request from a competent authority, provide it with all the information and documentation necessary to demonstrate the conformity of a device. This obligation shall be considered fulfilled when the authorised re...
	(a) a diploma, certificate or other evidence of formal qualification awarded on completion of a university degree or of an a course of study recognized248F  as equivalent course of study, in natural sciences, by the Member States concerned, in medicin...
	(b) five years of professional experience in regulatory affairs or250F  related to devices including experience in quality management systems relating to medical devices.
	2. 251F The qualified person responsible in charge for regulatory compliance activities shall at least be responsible for ensuring the following matters:
	a. a diploma, certificate or other evidence of formal qualification awarded on completion of a university degree or of an a course of study recognized as260F  equivalent course of study, in natural sciences, by the Member States concerned, in medicine...
	b. five years of professional experience in regulatory affairs or in quality management systems relating to in vitro diagnostic medical devices.
	a. makes available on the market a device under his name, registered trade name or registered trade mark263F 264F , except in cases where a distributor or importer enters into an agreement with a manufacturer whereby the manufacturer is identified as ...
	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, assembles or adapts a device already on the market to its intended purpose for an individual patient.
	a. provision, including translation266F , of the information supplied by the manufacturer in accordance with Section 17 of Annex I relating to a device already placed on the market and of further information which is necessary in order to market the p...
	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 ...
	Article 16 CE marking of conformity
	Article 17 Devices for special purposes
	2.  Those devices shall not bear the CE marking, with the exception of the devices referred to in Article 54.
	(a) 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 relevant277F  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.
	Article 19 Parts and components
	(2) defining the devices, categories or groups of devices for which storage of the device identifier and production identifier by electronic means shall be required by healthcare institutions;

	Article 24311F  Summary of safety and performance
	The Commission shall develop and manage the European databank on medical devices (Eudamed) in accordance with the conditions and modalities established by Article 27 of Regulation (EU) [Ref. of future Regulation on medical devices].
	(ba) the electronic system on notified bodies referred to in Article 31(9);318F

	4a. The Commission shall within [three] years 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 notifie...
	4. In order to ensure the uniform application of the classification criteria set out in Annex VII the light of technical and scientific425F  progress and any information which becomes available in the course of the vigilance and market surveillance a...
	3. Manufacturers of devices classified as class C, other than devices for performance evaluation, shall be subject to a conformity assessment based on full quality assurance, as specified in Annex VIII, except for its Chapter II, with assessment of th...
	For In addition, for all companion diagnostic intended to be used to assess the patient eligibility for to a treatment448F  with a specific medicinal product, the notified body shall follow the procedure for design dossier examination and449F  shall ...
	450F
	On duly justified imperative grounds of urgency relating to the health and safety of humans, the Commission shall adopt immediately applicable implementing acts in accordance with the procedure referred to in Article 84(4).489F  490F
	(ca) for information by the sponsor according to Article 57;
	(d) for reporting the reports on serious adverse events and device deficiencies referred to in Article 57(2) in case of single application in accordance with Article 56.540F
	(a) any serious incident involving of devices made available on the Union market;
	(b) any field safety corrective action in respect of devices made available on the Union market, including any field safety corrective action undertaken in a third country in relation to a device which is also legally made available on the Union marke...
	1a. As a general rule, the time period for reporting shall take account of the severity of the serious incident.594F
	1b. Manufacturers shall make provide the report any serious incident as referred to in point (a) the first subparagraph without delay, and no later than 15 days after they have become aware of the event and immediately after the manufacturer has estab...
	The time period for reporting shall take account of the severity of the serious incident.595F
	1c. Notwithstanding paragraph 1b, in case of a serious public health threat the report shall be provided immediately, and in not case later than 2 calendar596F  days after awareness by the manufacturer of this threat.
	1d. Notwithstanding paragraph 1b, in case of death or unanticipated serious deterioration in state of health the report shall be provided immediately after the manufacturer established or suspected a causal relationship link between the device and the...
	1e. Where necessary to ensure timely reporting, the manufacturer may submit an initial incomplete report followed up by a complete report.
	1f. If after becoming aware of a potentially reportable incident there is still uncertainty about whether the event is reportable, the manufacturer shall submit a report within the timeframe required for that type of incident within the timeframe req...
	1g. Except in cases of urgency where the manufacturer need to undertake the field safety corrective action immediately, without undue delay,599F  the manufacturer shall provide the report the field safety corrective action referred to in paragraph 1, ...
	The manufacturer of the device concerned shall provide to the responsible competent authority of the Member State where the event occurred an initial  a report608F  on the serious incident in accordance with paragraph 1 and ensure the appropriate foll...
	The Member States shall coordinate between them the development of standard web-based structured forms for reporting of serious incidents by healthcare professionals, users and patients.610F
	1. The manufacturer shall conduct without delay all investigations necessary to assess the risk of any device in respect of which a serious incident was reported to him or a field safety corrective action was taken and inform the competent authorities...
	1a. The manufacturer shall provide a final report about its findings, by means of the electronic system referred to in Article 64a. The report shall set out conclusions and where relevant indicate corrective actions to be taken.
	2. Upon request by a competent authority, the manufacturer shall provide all documents necessary for a risk evaluation, particularly relevant parts of the risk analysis and the clinical evaluation for the device concerned by electronic means.
	The field safety notice shall allow the correct identification of the device or devices involved and of the manufacturer that has undertaken the field safety corrective action. The field safety notice shall explain, in a clear manner, without playing ...
	The manufacturer shall omit any comments or description that attempt to play down the level of risk in an inappropriate manner.
	The manufacturer shall enter the field safety notice in the electronic system referred to in Article 60 64a through which that notice shall be accessible to the public.
	(a) where there is concern regarding a particular similar serious incident or cluster of serious incidents related to the same device or type of device of the same manufacturer occur in more than one Member State;
	(b) where the appropriateness of a field safety corrective action that is proposed by a manufacturer is in question. is being or is to be undertaken in more than one Member State.
	Unless otherwise agreed between the competent authorities, tThe coordinating competent authority shall be the one of the Member State where the manufacturer or the authorised representative has his registered place of business. 641F 642F
	The coordinating competent authority shall, inform through the electronic system referred to in Article 60 64a, inform the manufacturer, the other competent authorities and the Commission that it has assumed the role of coordinating authority.
	(c) to agree with the manufacturer and the other competent authorities referred to in points (a) to (c) of Article 60 64a(5) on the format, content and frequency of periodic summary reports in accordance with Article 59(2);
	(d) to agree with the manufacturer and other competent authorities concerned on the implementation of the appropriate field safety corrective action;
	(e) to inform the other competent authorities and the Commission, through the electronic system referred to in Article 60 64a, of the progress in and the outcome of its assessment.
	The designation of a coordinating competent authority shall not affect the rights of the other competent authorities to perform their own assessment and to adopt measures in accordance with this Regulation in order to ensure the protection of public h...
	(a) the initial and final reports by manufacturers on serious incidents and field safety659F  corrective actions referred to in Article 59(1) and Article 61 (1);
	(b) the periodic summary reports by manufacturers referred to in Article 59(2);
	(c) the reports by competent authorities on serious incidents referred to in the second subparagraph of Article 61(1);
	(d) the reports by manufacturers on trends referred to in Article 6259a;
	(da) the periodic safety update reports referred to in Article 59a 58c
	(e) the field safety notices by manufacturers referred to in Article 61(5);
	(f) the information to be exchanged between the competent authorities of the Member States and between them and the Commission in accordance with Article 61(4) and (7).
	(a) the Member State where the incident occurred;
	(b) the Member State where the field safety corrective action is being or is to be undertaken;
	(c) the Member State where the manufacturer or his authorised representative has his registered place of business;
	(d) where applicable, the Member State where the notified body, that issued a certificate in accordance with Article 43 for the device in question, is established.
	(a) information in relation to non-compliant devices presenting a risk to health and safety referred to in Article 68(2), (4) and (6);
	(b) information in relation to compliant devices presenting a risk to health and safety referred to in Article 68(2);
	(c) information in relation to formal non-compliance of products referred to in Article 71(2);
	(d) information in relation to preventive health protection measures referred to in Article 73(2).
	They shall notify the Commission and the other Member States, without delay, of those measures, by means of the electronic system referred to in Article 66.
	They shall notify the Commission, and the other Member States and the notified body that issued a certificate in accordance with Article 43 for the device concerned, without delay, of those measures, by means of the electronic system referred to in Ar...
	2a. The economic operators shall ensure that all appropriate corrective action is taken in respect of all the devices concerned that they have made available on the market.
	5. The Commission shall address its decision to all Member States and shall immediately communicate it to them and the relevant economic operator or operators.
	(a) that the CE marking has been affixed in violation of the formal requirements laid down in Article 16;
	(b) that the CE marking has not been affixed to a device contrary to Article 16;
	(c) that the CE marking has been inappropriately affixed in accordance with procedures in this Regulation on a product that is not covered by this Regulation;
	(d) that the EU declaration of conformity has not been drawn up in conformity with this Regulation and the requirements set out in Article 15 and Annex IV in particular or is not complete;
	(e) that the information to be supplied by the manufacturer on the label or in the instructions for use is not available, not in conformity with this Regulation and the requirements set out in Annex I Section III in particular complete or not provide...
	(f) that the technical documentation, including the clinical evaluation, is not available or not complete in conformity with this Regulation and the requirements set out in Article 57and Annex XIII in particular;
	3. The Commission may, by means of implementing acts, elaborate details on the nature of non-compliances and appropriate measures to be taken by competent authorities to ensure the uniform application of this Article. Those implementing acts shall be ...
	Article 72 Preventive health protection measures
	On duly justified imperative grounds of urgency relating to the health and safety of humans, the Commission may adopt immediately applicable implementing acts in accordance with the procedure referred to in Article 86(4).
	Where in this case imperative grounds of urgency so require, the procedure provided for in Article 90 shall apply to delegated acts adopted pursuant to this paragraph.
	Article 73a700F
	Hazard alerts
	Competent authorities shall alert patients and health professionals within the territory of their Member States shall put in place appropriate mechanisms, in accordance with national law and administrative practice, with a view to ensuring that patien...
	(aa) summaries of the results of the surveillance activities referred to in Article 67(1c);
	(a) information in relation to non-compliant devices presenting a risk to health and safety referred to in Article 68(2), (4) and (6);
	(b) information in relation to compliant devices presenting a risk to health and safety referred to in Article 70(2);
	(c) information in relation to formal non-compliance of products referred to in Article 71(2);
	(d) information in relation to preventive health protection measures referred to in Article 72(2);
	(e) summaries of the results of the reviews and assessments of the surveillance activities of the Member States referred to in 65(2).
	The Commission may adopt, by means of implementing acts, the modalities and the amount of the grant of a Union financial contribution to EU reference laboratories, taking into account the objectives of protection of health and safety, support of innov...
	(a) personal data in compliance with Article 85 Directive 95/46/EC and Regulation (EC) No 45/2001;800F
	(b) commercial interests and trade secrets801F of a natural or legal person, including intellectual property rights 802F  unless disclosure is necessary for reasons of public health;
	(c) the effective implementation of this Regulation, in particular for the purpose of inspections, investigations or audits.803F
	Article 82807F
	Penalties
	Committee procedure
	Exercise of the delegation
	819F
	Article 88 Evaluation
	(a) Article 23(2) and (3) and Article 43(4) shall apply from [18 months after date of application referred to in paragraph 2];
	(b) Articles 26 to 38 shall apply from [six months after entry into force]. However, prior to [date of application as referred to in paragraph 2], the obligations on notified bodies emanating from the provisions in Articles 26 to 38 shall apply only t...

