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COUNCIL DIRECTIVE 93/42/EEC

of 14 June 1993

concer ning medical devices

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the Eurnggzonomic Community, and in particular Article 1aBareof,
Having regard to the proposal from the Commission (*

In cooperation with the European Parliament (*),

Having regard to the opinion of the Economic andi&@dcommittee (*),

Whereas measures should be adopted in the corftéxe internal market; whereas the internal markedri area without
internal frontiers in which the free movement of dsopersons, services and capital is ensured;

Whereas the content and scope of the laws, regntaiod administrative provisions in force in thenber States with
regard to the safety, health protection and perdmee characteristics of medical devices are differeshereas the
certification and inspection procedures for suchias differ from one Member State to another; wagreuch disparities
constitute barriers to trade within the Community;

Whereas the national provisions for the safetylagmlth protection of patients, users and, wherecgpiate, other persons,
with regard to the use of medical devices shouldhdrenonized in order to guarantee the free movemestich devices
within the internal market;

Whereas the harmonized provisions must be distifguai from the measures adopted by the Member Stateanage the
funding of public health and sickness insuranceesws relating directly or indirectly to such desgicehereas, therefore,
the provisions do not affect the ability of the Msen States to implement the abovementioned meagrmsded
Community law is complied with;

Whereas medical devices should provide patientstsuand third parties with a high level of protectind attain the
performance levels attributed to them by the mastufar; whereas, therefore, the maintenance or ingpnent of the level
of protection attained in the Member States isafrtbe essential objectives of this Directive;

Whereas certain medical devices are intended tdréster medicinal products within the meaning of @cili Directive
65/65/EEC of 26 January 1965 on the approximatioprovisions laid down by law, regulation or admirasive action
relating to proprietary medicinal product$, (wvhereas, in such cases, the placing on the mafkibe medical device as a
general rule is governed by the present Directiveé the placing on the market of the medicinal pradsagoverned by
Directive 65/65/EEC; whereas if, however, such a deiscplaced on the market in such a way that thécdeand the
medicinal product form a single integral unit whishintended exclusively for use in the given comaltion and which is
not reusable, that single-unit product shall beegoed by Directive 65/65/EEC; whereas a distinctiamstvbe drawn
between the abovementioned devices and medical edeincorporatinginter alia, substances which, if used separately,
may be considered to be a medicinal substance wiitieirmeaning of Directive 65/65/EEC; whereas in staes, if the
substances incorporated in the medical deviceladne to act upon the body with action ancillanthat of the device, the
placing of the devices on the market is governedtiy Directive; whereas, in this context, the safefyality and
usefulness of the substances must be verified byogy with the appropriate methods specified in @duBirective
75/318/EEC of 20 May 1975 on the approximation teé taws of the Member States relating to analytipabrmaco-
toxicological and clinical standards and protoéoleespect of the testing of proprietary medicipdducts (*);

Whereas the essential requirements and other egneirts set out in the Annexes to this Directive uidiclg any reference
to ‘minimizing’ or ‘reducing’ risk must be interpied and applied in such a way as to take accoum¢abinology and
practice existing at the time of design and of itéchl and economical considerations compatible \aithigh level of
protection of health and safety;

Whereas, in accordance with the principles setmothé Council resolution of 7 May 1985 concerningeav approach to
technical harmonization and standardization (*Jesuregarding the design and manufacture of mediegices must be
confined to the provisions required to meet theeesal requirements; whereas, because they are tedsesuch

requirements should replace the corresponding medtiprovisions; whereas the essential requiremdmisld be applied
with discretion to take account of the technologiesle! existing at the time of design and of techhiand economic
considerations compatible with a high level of petiten of health and safety;
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Whereas Council Directive 90/385/EEC of 20 June 1&9the approximation of the laws of the Member&taelating to

active implantable medical devices (3) is the faase of application of the new approach to thel figlmedical devices;
whereas in the interest of uniform Community rulppleable to all medical devices, this Directivebased largely on the
provisions of Directive 90/385/EEC; whereas for thens reasons Directive 90/385/EEC must be amendetseot the

general provisions laid down in this Directive;

Whereas the electromagnetic compatibility aspestmfan integral part of the safety of medical desjcwhereas this
Directive should contain specific rules on this sgbjwith regard to Council Directive 89/336/EEC ofiay 1989 on the
approximation of the laws of the Member States irgdatio electromagnetic compatibility (*);

Whereas this Directive should include requiremeetgarding the design and manufacture of devicestiagiionizing
radiation; whereas this Directive does not affectahthorization required by Council Directive 80/&@/atom of 15 July
1980 amending the Directives laying down the basietgatandards for the health protection of theegahpublic and
workers against the dangers of ionizing radiation rfbr application of Council Directive 84/466/Eurat of 3 September
1984 laying down basic measures for the radiatiaegtion of persons undergoing medical examinatiotreatment (*);
whereas Council Directive 89/391/EEC of 12 June 1@8%he introduction of measures to encourage ingrents in the
safety and health of workers at work (*) and the Bjedirectives on the same subject should contituapply;

Whereas, in order to demonstrate conformity withelgential requirements and to enable conformityetwerified, it is
desirable to have harmonized European standargeotect against the risks associated with the desigmufacture and
packaging of medical devices; whereas such harmdrtizeopean standards are drawn up by privatelanebatid should
retain their status as non-mandatory texts; wheteahjs end, the European Committee for Standatidiz (CEN) and the
European Committee for Electrotechnical Standatidiza(Cenelec) are recognized as the competenteboflir the
adoption of harmonized standards in accordance twélgeneral guidelines on cooperation between thran@ssion and
these two bodies signed on 13 November 1984,

Whereas, for the purpose of this Directive, a haimezh standard is a technical specification (Eurapstandard or
harmonization document) adopted, on a mandate thenCommission, by either or both of these bodiesccordance with
Council Directive 83/189/EEC of 28 March 1983 layigwn a procedure for the provision of informationthe field of

technical standards and regulations (*), and punsta the abovementioned general guidelines; whengths regard to
possible amendment of the harmonized standards$Cah@mission should be assisted by the Committees@ursuant to
Directive 83/189/EEC; whereas the measures to be takest be defined in line with procedure |, as Badvn in Council

Decision 87/373/EEC (*); whereas, for specific fieldghat already exists in the form of Europe@harmacopoeia
monographs should be incorporated within the framkwaofr this Directive; whereas, therefore, several Basm

Pharmacopoeianonographs may be considered equal to the abovt®Emed harmonized standards;

Whereas, in Decision 90/683/EEC of 13 December 1@®@earning the modules for the various phases otdméormity
assessment procedures which are intended to beirugkd technical harmonization directives (*), tBeuncil has laid
down harmonized conformity assessment proceduregeati¢he application of these modules to medicatds enables
the responsibility of manufacturers and notifiedlies to be determined during conformity assessmertedures on the
basis of the type of devices concerned; whereaddétails added to these modules are justified bynideire of the
verification required for medical devices;

Whereas it is necessary, essentially for the perpdshe conformity assessment procedures, to giweipevices into four
product classes; whereas the classification ruleshased on the vulnerability of the human bodyngiccount of the
potential risks associated with the technical desigd manufacture of the devices; whereas the coitfjpassessment
procedures for Class | devices can be carriedasu general rule, under the sole responsibilitthefmanufacturers in
view of the low level of vulnerability associated withese products; whereas, for Class lla devicesinteevention of a
notified body should be compulsory at the productitage; whereas, for devices falling within Clag#iesnd Il which
constitute a high risk potential, inspection byddified body is required with regard to the desigwl ananufacture of the
devices; whereas Class Il is set aside for the roostal devices for which explicit prior authorizan with regard to
conformity is required for them to be placed onriegket;

Whereas in cases where the conformity of the dewieesbe assessed under the responsibility of theufaeturer the

competent authorities must be able, particularlgrirergencies, to contact a person responsiblddoing the device on the
market and established in the Community, whethemthaufacturer or another person established irCttramunity and

designated by the manufacturer for the purpose;

Whereas medical devices should, as a generalbe#e,the CE mark to indicate their conformity witle fprovisions of this
Directive to enable them to move freely within then@ounity and to be put into service in accordancé wieir intended
purpose;

Whereas, in the fight against AIDS and in the lighthe conclusions of the Council adopted on 16 NI889 regarding
future activities on AIDS prevention and controlGammunity level (*), medical devices used for potien against the
HIV virus must afford a high level of protection; wkas the design and manufacture of such productddbe verified by
a notified body;

Whereas the classification rules generally enaldelical devices to be appropriately classified; whgrén view of the
diverse nature of the devices and technologicabness in this field, steps must be taken to incladeongst the
implementing powers conferred on the Commissiondiesions to be taken with regard to the propersileation or
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reclassification of the devices or, where approgrittte adjustment of the classification rules thelues; whereas since
these issues are closely connected with the protecti health, it is appropriate that these decisishould come under
procedure llla, as provided for in Directive 87/3FHBC;

Whereas the confirmation of complicance with theer8al requirements may mean that clinical inveditans have to be
carried out under the responsibility of the mantifeer; whereas, for the purpose of carrying outdivécal investigations,
appropriate means have to be specified for theeption of public health and public order;

Whereas the protection of health and the associztettols may be made more effective by means aficaé device
vigilance systems which are integrated at Commuaitgl;

Whereas this Directive covers the medical devicésrmed to in Council Directive 76/764/EEC of 27 JUlg76 on the
approximation of the laws of the Member States amaal mercury-in-glass, maximum reading thermons(®); whereas
the abovementioned Directive must therefore be tegdeahereas for the same reasons Council Direcdv83®/EEC on
17 September 1984 on the approximation of the lawkeoMember States relating to electro-medicaliggent used in
human or veterinary medicine (*) must be amended,

HAS ADOPTED THIS DIRECTIVE:

Article1

Definitions, scope

1.  This Directive shall apply to medical devices andittaccessories. For the purposes of this Directieegssories
shall be treated as medical devices in their owhtrigoth medical devices and accessories shallifedter be
termed devices.

2. Forthe purposes of this Directive, the followingidigions shall apply:

@)

(b)

(©

‘medical device’ means any instrument, apparatppli@nce,software,material or other article, whether used

alone or in combination, including the softwarecessaryforits proper—ap@ion intended by its
manufacturer to be used specifically for diagnosticl/or therapeutic purposes and necessary fardiger
applicationintended by the manufacturer to be used for huneémgl for the purpose of:

- diagnosis, prevention, monitoring, treatment og\adition of disease,

- diagnosis, monitoring, treatment, alleviation ofcompensation for an injury or handicap,
- investigation, replacement or modification of tiiatmy or of a physiological process,

- control of conception,

and which does not achieve its principal intendetioacin or on the human body by pharmacological,
immunological or metabolic means, but which may $@sted in its function by such means;

accessory’ means an article which whilst not beimtgéce is intended specifically by its manufactumebe
used together with a device to enable it to be usextcordance with the use of the device intendethby
manufacturer of the device;

‘in vitro diagnostic medical device’ means any neadlidevice which is a reagent, reagent productbicbr,
control material, kit, instrument, apparatus, emept or system, whether used alone or in combination
intended by the manufacturer to be used in vitratlie examination of specimens, including blood tissle
donations,

derived from the human body, solely or principdtly the purpose of providing information:
- concerning a physiological or pathological state, o

- concerning a congenital abnormality, or

- to determine the safety and compatibility with pdigrecipients, or

- to monitor therapeutic measures.

Specimen receptacles are considered tio péro diagnostic medical devices. ‘Specimen receptaeesthose
devices, whether vacuum-type or not, specificaltgrided by their manufacturers for the primary ciomtent
and preservation of specimens derived from the munaealy for the purpose @i vitro diagnostic examination.

Products for general laboratory use are not imwdiagnostic medical devices unless such prodircisew of
their characteristics, are specifically intended thgir manufacturer to be used for in vitro diagiwos
examination;
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(d) ‘custom-made device’ means any device specificallgde in accordance with a duly qualified medical
practitioner's written prescription which gives, endis responsibility, specific design charactarsstind is
intended for the sole use of a particular patient.

The abovementioned prescription may also be madebwpwany other person authorized by virtue of his
professional qualifications to do so.

Mass-produced devices which need to be adapted &b the specific requirements of the medical priactér
or any other professional usse-netshall not beconsidered to be custom-made devices;

(e) ‘device intended for clinical investigation’ meaany device intended for use by a duly qualified iwed
practitioner when conducting investigations as refirto in Section 2.1 of Annex X in an adequate human
clinical environment.

For the purpose of conducting clinical investigati@ny other person who, by virtue of his profession
qualifications, is authorized to carry out sucheistigation shall be accepted as equivalent to y gludlified
medical practitioner;

(H  ‘manufacturer’ means the natural or legal persoh vésponsibility for the design, manufacture, pgakg and
labelling of a device before it is placed on therket under his own name, regardless of whetherethes
operations are carried out by that person himseadihahis behalf by a third party.

The obligations of this Directive to be met by mautfirers also apply to the natural or legal pensbn

assembles, packages, processes, fully refurbisttéerdabels one or more ready-made products ard&igns
to them their intended purpose as a device witlew ¥ their being placed on the market under his pame.
This subparagraph does not apply to the person white not a manufacturer within the meaning of thistfi
subparagraph, assembles or adapts devices alreatheanarket to their intended purpose for an iiddial

patient;

(g) ‘intended purpose’ means the use for which the @eiscintended according to the data supplied by the
manufacturer on the labelling, in the instructiansl/or in promotional materials;

(h) ‘placing on the market’ means the first making &lde in return for payment or free of charge aewvice
other than a device intended for clinical invedima with a view to distribution and/or use on then@nunity
market, regardless of whether it is new or fully rbfshed;

(i)  ‘putting into service’ means the stage at whichéaehas been made available to the final useeagybready
for use on the Community market for the first tifoeits intended purpose;

() ‘authorised representative’ means any natural gallperson established in the Community who, explici
designated by the manufacturer, acts and may bessit by authorities and bodies in the Communégiead
of the manufacturer with regard to the latter'sgdiions under this Directive;

(k) ‘clinical data’” means the safety and/or performaindermation that is generated from the use of wicde
Clinical data are sourced from:

- clinical investigation(s) of the device concerned;

- clinical investigation(s) or other studies reportedhe scientific literature, of a similar devif@ which
equivalence to the device in question can be detraiad; or

- published and/or unpublished reports on other adinexperience of either the device in guestiora or
similar device for which equivalence to the devitguestion can be demonstrated;

()  ‘device subcategory’ means a set of devices hasdmgmon areas of intended use or common technology;

(m) ‘generic device group’ means a set of devices hpttie same or similar intended uses or commonafity
technology allowing them to be classified in a generanner not reflecting specific characteristics;

(n) ‘single use device’ means a device intended toseel wnce only for a single patient.

3. Where a device is intended to administer a medigiraduct within the meaning of Article 1 of Directig&/65/EEC
2001/83/E®), that device shall be governed Bye—presenthis Directive, without prejudice to the provisions of
Directive 65/65/EEC2001/83/ECQwith regard to the medicinal product.

If, however, such a device is placed on the markeduch a way that the device and the medicinalymbfbrm a
single integral product which is intended exclugielr use in the given combination and which is reatsable, that
single product shall be governed by Directd#65/EEC2001/83/EC The relevant essential requirements of Annex |
to the-presenthis Directive shall apply as far as safety and perforcearelated device features are concerned.

4.  Where a device incorporates, as an integral pastbstance which, if used separately, may be camside be a
medicinal product within the meaning of Article 1 Directive 85/65/EEC2001/83/ECand which is liable to act
upon the body with action ancillary to that of thevide, that devicenust shall be assessed and authorized in
accordance with this Directive.
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4a. Where a device incorporates, as an integra @substance which, if used separately, may bsidered to be a
medicinal product constituent or a medicinal pradierived from human blood or human plasma witharieaning
of Article 1 of Directive89/381/EEC(*} 2001/83/ECand which is liable to act upon the human body wsittion
ancillary to that of the device, hereinafter rederto as a ‘human blood derivative’, that deviegestshallbe assessed
and authorised in accordance with this Directive.

5.  This Directive shall not apply to:
(&) in vitro diagnostic devices;
(b) active implantable devices covered by Directive 86/BEC;

(c) medicinal products covered by Directigg/65/EEC2001/83/EC. In deciding whether a product falls uritat
Directive or this Directive, particular account sHagl taken of the principal mode of action of thedurct;

(d) cosmetic products covered by Directive 76/768/EBC (

(e) human blood, blood products, plasma or blood @éllsuman origin or to devices which incorporatehat time
of placing on the market such blood products, psmcells, with the exception of devices referrednt
paragraph 4a;

(f)  transplants or tissues or cells of human origintogoroducts incorporating or derived from tissoegells of
human origin with the exception of devices referred to in peaiph 4a

(g) transplants or tissues or cells of animal origimgas a device is manufactured utilizing animaueswhich is
rendered non-viable or non-viable products derivedh animal tissue.

mteneleel—pwpese—ef—the—p#edu\ttlhere a deV|ce is |ntended bv the manufactur@etused in accordance W|th both
the provisions on personal protective equipmer@adnincil Directive 89/686/EEC (1) and this Directitiee relevant
basic health and safety requirements of DirectiVé B EEC shall also be fulfilled.

7.  This Directive is a specific Directive within the maam of Article 2 (2)-of Directive-89/336/EECArticle 1(4) of
Directive 2004/108/EC of the European Parliamentafrtie Council (*).

y e84 466/8om. ThIS
D|rect|ve shaII not affect the appllcatlon of CoUrtblrectNe 96/29/Euratom of 13 May 1996 laying dowasic
safety standards for the protection of the healtivarkers and the general public against the danagsing from
ionising radiation (*), nor of Council Directive 3/3/Euratom of 30 June 1997 on health protectiomdividuals
against the dangers of ionising radiation in refato medical exposure (*).

Article 2
Placing on the market and putting into service

Member States shall take all necessary steps toetisat devices may be placed on the market apdtanto service only
if they comply with the requirements laid down instllirective when duly supplied and properly installegintained and
used in accordance with their intended purpose.

Article 3
Essential requirements

The devices must meet the essential requirementsusén Annex | which apply to them, taking accoofthe intended
purpose of the devices concerned.

Where a relevant hazard exists, devices which age malachinery within the meaning of Article 2(a) of dditive
2006/42/EC of the European Parliament and of then€Cibof 17 May 2006 on machinery (*) shall alsognéhe essential
health and safety requirements set out in Annexthab Directive to the extent to which those esskhgalth and safety
requirements are more specific than the esseetigliements set out in Annex | to this Directive.

Article 4
Free movement, devices intended for special purposes

1. Member States shall not create any obstacle tplheing on the market or the putting into servicehimi their
territory of devices bearing the CE marking prodder in Article 17 which indicate that they have bebe subject
of an assessment of their conformity in accordaitie the provisions of Article 11.
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2.

Member States shall not create any obstacle to:

- devices intended for clinical investigation beingda available to medical practitioners or autharipersons
for that purpose if they meet the conditions ladgvd in Article 15 and in Annex VIII,

- custom-made devices being placed on the markepanuhto service if they meet the conditions la@th in
Article 11 in combination with Annex VIII; Class llp and 11l devices shall be accompanied by théestent
referred to in Annex VIlIwhich shall be available to the particular patietantified by name, an acronym or a
numerical code.

These devices shall not bear the CE marking.

At trade fairs, exhibitions, demonstrations, etcnder States shall not create any obstacle to thwish of devices
which do not conform to this Directive, provided tteatwisible sign clearly indicates that such devicasnot be
marketed or put into service until they have beadento comply.

Member States may require the information, whichtrbesmade available to the user and the patieat@ordance
with Annex |, point 13, to be in their national large(s) or in another Community language, when acdedaches
the final user, regardless of whether it is for pssfonal or other use.

Where the devices are subject to other Directives@ming other aspects and which also provide feraffixing of
the CE marking, the latter shall indicate thatdbeices also fulfil the provisions of the other Birees.

However, should one or more of these directives all@manufacturer, during a transitional period;ltoose which
arrangements to apply, the CE marking shall indi¢htit the devices fulfil the provisions only obse directives
applied by the manufacturer. In this case, theqadars of these directives, as published inGliicial Journal of the
European Communitieamust be given in the documents, notices or intitns required by the directives and
accompanying such devices.

Article5
Referenceto standards

Member States shall presume compliance with thendakesquirements referred to in Article 3 in respof devices
which are in conformity with the relevant nationahrglards adopted pursuant to the harmonized standhed
references of which have been publishes inQFeial Journal of the European Communitiddember States shall
publish the references of such national standards.

For the purposes of this Directive, reference toriwenized standards also includes the monographsedEtiropean
Pharmacopoeianotably on surgical sutures and on interactiorwbeh medicinal products and materials used in
devices containing such medicinal products, theregices of which have been published inGlfécial Journal of
the European Communities

If a Member State or the Commission considers thatharmonized standards do not entirely meet isergial
requirements referred to in Article 3, the meastioese taken by the Member States with regard toetseendards
and the publication referred to in paragraph 1hig Article shall be adopted by the procedure defimeArticle 6

).

Article 6
Committee on Standards and Technical Regulations

The Commission shall be assisted by the Commit&teup by Article 5 of Directive83/189/EEQ8/34/EC (*)
hereinafter referred to as ‘the Committee’.

Where reference is made to this Article, Articlesn8l & of Decision 1999/468/EC (*) shall apply, hayiegard to
the provisions of Article 8 thereof.

The Committee shall adopt its rules of procedure.

Article7
Committee on Medical Devices

The Commission shall be assisted by the Committéeug by Article 6(2) of Directive 90/385/EEC, heradier
referred to as ‘the Committee’.
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2. Where reference is made to this paragraph, Artislasd 7 of Decision 1999/468/EC shall apply, haviegard to
the provisions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 13988/EC shall be set at three months.

3. Fhe Committee-shall adoptitsrules-of procedWhere reference is made to this paragraph, Artial@)sto (4) and
Article 7 of Decision 1999/468/EC shall apply, haviegard to the provisions of Article 8 thereof.

T iv&Vhere reference is made
to thls paraqraph Artlcle 5a(1) (2) (4) and (ﬁlﬂ at\rtlcle 7 of DeC|S|on 1999/468/EC shall apply, imavregard to
the provisions of Article 8 thereof.

Article 8
Safeguard clause

1. Where a Member State ascertains that the devifesad to in Article 4 (1) and (2) second indent, wheerrectly
installed, maintained and used for their intendegppse, may compromise the health and/or safepaténts, users
or, where applicable, other persons, it shall tdkappropriate interim measures to withdraw such cevifrom the
market or prohibit or restrict their being placed the market or put into service. The Member Sttiall
immediately inform the Commission of any such meesuindicating the reasons for its decision andyarticular,
whether non-compliance with this Directive is due to:

(@) failure to meet the essential requirements refaiad Article 3;

(b) incorrect application of the standards referrechtdrticle 5, in so far as it is claimed that tharsedards have
been applied;

(c) shortcomings in the standards themselves.

2. The Commission shall enter into consultation wite fharties concerned as soon as possible. Wheeg, saith
consultation, the Commission finds that:

(@) the measures are justified:

0] it shall immediately so inform the Member State vhhiook thenitiative measuresand the other
Member States\Where the decision referred to in paragraph 1 sbated to shortcomings in the
standards, the Commission shall, after consultiregParties concerned, bring the matter before the
Committee referred to in Article 6(1) within two mabstif the Member State which has taken the

decision intends to maintain it and shall initidte procedures—referred—to—in—-Article &lvisory
procedure referred to in Article 6(2)

(i) when necessary in the interests of public healthtamsiate measures designed to amend non-essential
elements of this Directive relating to withdrawal frélne market of devices referred to in paragraph 1
or to prohibition or restriction of their placemeah the market or being put into service or to
introduction of particular requirements in order fuch products to be put on the market, shall be
adopted in accordance with the requlatory procedvite scrutiny referred to in Article 7(3). On
imperative grounds of urgency, the Commission mss tlhe urgency procedure referred to in Article

7(4);

(b) the measures are unjustified, it shall immediatgyinform the Member State which took tiee—initiative
measureand the manufacturer or his authorised represeatttablished-within-the Community

3. Where a non-complying device bears the CE marking,competent Member State shall take approprietiera
against whomsoever has affixed the mark and sHalirnthe Commission and the other Member Statasdiie

4.  The Commission shall ensure that the Member Stateskept informed of the progress and outcome ©f th
procedure.

Article9
Classification

1. Devices shall be divided into Classes I, lla, lllol &h. Classification shall be carried out in actance with Annex
IX.

2. Inthe event of a dispute between the manufactureitlze notified body concerned, resulting from application of
the classification rules, the matter shall be reffor decision to the competent authority to whiwd notified body
is subject.
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erevrdeela‘-eun#trele&()Where a Member State consrders that the clastsmfmaules set out in Annex IX require
adaptation in the light of technical progress ang mformation which becomes available under therm&ation
system provided for in Article 10, it may submit@ysubstantiated request to the Commission andt askake the
necessary measures for adaptation of classificati®s. The measures designed to amend non-esssati®ents of
this Directive relating to adaptation of classifioat rules shall be adopted in accordance with thlwilegory
procedure with scrutiny referred to in Article 7(3).

Article 10
Information on incidents occuring following placing of devices on the market

1. Member States shall take the necessary steps tareemisat any information brought to their knowledge,
accordance with the provisions of this Directive argling the incidents mentioned below involving assl |, Ila, llb
or Il device is recorded and evaluated centrally:

(&) any malfunction or deterioration in the charactass and/or performance of a device, as well as any
inadequacy in the labelling or the instructions dige which might lead to or might have led to thatidef a
patient or user or to a serious deterioration gnstéte of health;

(b) any technical or medical reason in relation to ¢haracteristics or performance of a device for réesons
referred to in subparagraph (a), leading to systiemecall of devices of the same type by the maciuirer.

2. Where a Member State requires medical practitionethe medical institutions to inform the competeuthorities
of any incidents referred to in paragraph 1, itlisteke the necessary steps to ensure that the farztorer of the
device concerned, or his authorized representatiteblished-in-the- Communitig also informed of the incident.

3.  After carrying out an assessment, if possible tagrettith the manufacturer or his authorised repredme;, Member
States shall, wrthout prejudrce to Artrcle 8, |mmeeli\ja|nform the Commission and the other MembeteStaf-the
g platdof measures that
have been taken or are contemplated to mlnlmlseettte'rence of the mcrdents referred to in panalgrd, including
information on the underlying incidents

4. Any appropriate measures to adopt procedures toeimgit this Article shall be adopted in accordancé wie
regulatory procedure referred to in Article 7(2).

Article 11
Conformity assessment procedures

1. In the case of devices falling within Class lll, etithan devices which are custom-made or intendedliiwical
investigations, the manufacturer shall, in ordeaffox the CE marking, either:

(@) follow the procedure relating to the EC declaratidreonformity set out in Annex Il (full quality assnce); or

(b) follow the procedure relating to the EC type-exarniaraset out in Annex Ill, coupled with:

0] the procedure relating to the EC verification sdtio Annex 1V;
or
(ii) the procedure relating to the EC declaration offaonity set out in Annex V (production quality
assurance).
2. In the case of devices falling within Class lla, estlthan devices which are custom-made or intendedlifwical

investigations, the manufacturer shall, in ordemtfix the CE marking, follow the procedure relatitgthe EC
declaration of conformity set out in Annex VII, coaglwith either:

(&) the procedure relating to the EC verification a€tino Annex 1V;
or

(b) the procedure relating to the EC declaration of@onity set out in Annex V (production quality assuca);
or

(c) the procedure relating to the EC declaration ofaonity set out in Annex VI (product quality assurahic

Instead of applying these procedures, the manufarctoay also follow the procedure referred to irageaaph 3 (a).
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10.

11.

12.

13.

14.

In the case of devices falling within Class llb, etlthan devices which are custom-made or intendedlifuical
investigations, the manufacturer shall, in ordeaffex the CE marking, either:

(a) follow the procedure relating to the EC declaratiérconformity set out in Annex Il (full quality asrance); in
this case, point 4 of Annex Il is not applicable; o

(b) follow the procedure relating to the EC type-exarniaraset out in Annex Ill, coupled with:
0] the procedure relating to the EC verification sdtio Annex 1V,
or

(ii) the procedure relating to the EC declaration offaonity set out in Annex V (production quality
assurance);

or

(i) the procedure relating to the EC declaration offaonity set out in Annex VI (product quality
assurance).

The Commission shall, no later than five years fittin date of implementation of this Directive, subanreport to
the Council on the operation of the provisions mef@ to in Article 10 (1), Article 15 (1), in partitar in respect of
Class | and Class lla devices, and on the operafidhe provisions referred to in Annex Il, Secti#3 second and
third subparagraphs and in Annex lll, Section 5 mdcand third subparagraphs to this Directive, acaomga, if

necessary, by appropriate proposals.

In the case of devices falling within Class I, otllean devices which are custom-made or intendectlfoical
investigations, the manufacturer shall, in ordeaffix the CE marking, follow the procedure refertedn Annex VIl
and draw up the EC declaration of conformity reqiiibefore placing the device on the market.

In the case of custom-made devices, the manufacihed! follow the procedure referred to in AnneX\and draw
up the statement set out in that Annex before pipeach device on the market.

Member States may require that the manufacturdr siilamit to the competent authority a list of swgvices which
have been put into service in their territory.

During the conformity assessment procedure for d@cdethe manufacturer and/or the notified body Istedte
account of the results of any assessment andcagidn operations which, where appropriate, have lbaeied out
in accordance with this Directive at an intermedsiége of manufacture.

The manufacturer may instruct his authorized repriegiveestablished-in-the-Coemmunitg initiate the procedures
provided for in Annexes lll, IV, VII and VIII.

Where the conformity assessment procedure invdlvesntervention of a notified body, the manufaeturor his
authorized representatiestablished-inthe- Communjtgnay apply to a body of his choice within the framek of
the tasks for which the body has been notified.

The notified body may require, where duly justifiagly information or data, which is necessary foatdi&hing and
maintaining the attestation of conformity in viewtb& chosen procedure.

Decisions taken by the notified bodies in accordamitle Annexes-H-and-HlAnnexes Il, Ill, V and Vishall be valid
for a maximum of five years and may be extendedygplication, made at a time agreed in the consagted by
both parties, for further period$ a maximum lengtlof five years.

The records and correspondence relating to theedwoes referred to in paragraphs 1 to 6 shall banirofficial
language of the Member State in which the procedarescarried out and/or in another Community laggua
acceptable to the notified body.

By derogation from paragraphs 1 to 6, the compeatitorities may authorize, on duly justified resfu¢he placing
on the market and putting into service, within teeitory of the Member State concerned, of indielddevices for
which the procedures referred to in paragraphséliave not been carried out and the use of whightise interest
of protection of health.

The measures designed to amend non-essential deofahis Directive, by supplementing it, relatiimgthe means
by which, in the light of technical progress and sidaring the intended users of the devices condertie
information laid down in Annex | Section 13.1 may $8t out, shall be adopted in accordance with thalagry
procedure with scrutiny referred to in Article 7(3).
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Article 12

Particular procedurefor systems and procedure packs and procedurefor sterilisation

1. By way of derogation from Article 11 this Article shapply to systems and procedure packs.

2. Any natural or legal person who puts devices beatliegCE marking together within their intended pugasd
within the limits of use specified by their manufaetrs, in order to place them on the market asséesy or
procedure pack, shall draw up a declaration by whe&ktates that:

(@) he has verified the, mutual compatibility of thevides in accordance with the manufacturers' indsostand
has carried out his operations in accordance wéhetinstructions; and

(b) he has packaged the system or procedure pack pptezlirelevant information to users incorporatiafgvant
instructions from the manufacturers; and

(c) the whole activity is subjected to appropriate mdghof internal control and inspection.

Where the conditions above are not met, as in aaese the system or procedure pack incorporatedswihich do
not bear a CE marking or where the chosen combimaifodevices is not compatible in view of their dmig
intended use, the system or procedure pack shalebted as a device in its own right and as secéubjected to the
relevant procedure pursuant to Article 11.

3. Any natural or legal person who sterilises, for theppse of placing on the market, systems or praeegacks
referred to in paragraph 2 or other CE-marked nadievices designed by their manufacturers to é&dlised before
use, shall, at his choice, follow one of the praged referred to ilnnexV-V-or \ Annex Il or V. The application
of the abovementioned Annexes and the interventidheonotified body are limited to the aspectsh# procedure
relating to the obtaining of sterilityntil the sterile package is opened or damaddwe person shall draw up a
declaration stating that sterilisation has beenazout in accordance with the manufacturer's irtsions.

4.  The products referred to in paragraphs 2 and 3 dkkms shall not bear an additional CE marking.yT$teall be
accompanied by the information referred to in paBiof Annex | which includes, where appropriate,itfermation
supplied by the manufacturers of the devices whatelbeen put together. The declaratimeferred to in paragraphs
2 and 3 shall be kept at the disposalhafcompetent authorities for a period of five years.

Article 12a

Reprocessing of medical devices

The Commission shall, no later than 5 Septembef 268dbmit a report to the European Parliament arttié Council on
the issue of the reprocessing of medical devicdéisarCommunity.

In the light of the findings of this report, the i@mission shall submit to the European Parliamedttarthe Council any
additional proposal it may deem appropriate in ptdesnsure a high level of health protection.

Article 13

Decisionswith regard to classification and der ogation clause
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1. A Member State shall submit a duly substantiatedigstito the Commission and ask it to take the saces
measures in the following situations:

(@) that Member State considers that the applicatiothef classification rules set out in Annex IX regsiie
decision with regard to the classification of a givievice or category of devices;

(b) that Member State considers that a given devicmily of devices should, by way of derogation froime
provisions of Annex IX, be classified in another stas

(c) that Member State considers that the conformitg device or family of devices should, by way of dgtion
from Article 11, be established by applying solelyeocof the given procedures chosen from among those
referred to in Article 11;

(d) that Member State considers that a decision isinredjas to whether a particular product or prodwotip falls
within one of the definitions in Article 1(2)(a) te)(

The measures referred to in the first subparagodghis paragraph shall, as appropriate, be adoptedcordance
with the procedure referred to in Article 7(2).

2. The Comm|55|on shaII |nform the Member States efrtieasures takmel—where—apprepnate—publ@q—the—relevant

Article 14
Registration of personsresponsiblefor placing devices on the market

1.  Any manufacturer who, under his own name, places dsvo the market in accordance with the procedefesred
to in Article 11 (5) and (6) and any other natunalegal person engaged in the activities referceith tArticle 12 shall
inform the competent authorities of the Member &tatwhich he has his registered place of businkBtisecaddress
of the registered place of business and the deieripf the devices concerned.

For all medical devices aflasses-Hb-anditlasses lla, IIb and [IMember States may request to be informed of all
data allowing for identification of such devicesetizer with the label and the instructions for usewigch devices
are put into service within their territory.

2. Where a manufacturer who plagss/icesréerred-to-in-paragraph d deviceon the market under his own name does
not have a registered place of business in a Me@tate, he shall designates—person{s)responsible-formarketing
them-who-is{are)-established-inthe-Commuaisingle authorised representative in the Europgaon. For devices
referred to in the first subparagraph of paragrbpiine authorised representative shall inform themetent authority
of the Member State in WhICh he has his reqrstetadepof business of the detalls referred to mmrah_l Ihese

3.  The Member States shall on request inform the ditember States and the Commission of the detdisreal to in
paragraphs-1-andiBe first subparagraph of paragraph 1 given byrihaufacturer or authorised representative

Article 14a
European databank

1. Regulatory data in accordance with this Directivelldim stored in a European database accessibletoampetent
authorities to enable them to carry out their taskating to this Directive on a wellinformed basis.

The databank shall contain the following:

(a) data relating to registration of manufacturarsl authorised representativasd devices in accordance with
Article 14 excluding data related to custom-made devices

(b) data relating to certificates issued, modified,demented, suspended, withdrawn or refused accotditige
procedures, as laid down in Annexes Il to VII;

(c) data obtained in accordance with the vigilance ptoceas defined in Article 10;

(d) data relating to clinical investigations referredr Article 15.

Data shall be forwarded in a standardised format.

3. Fheprocedures-implementing-this- Articlhe measures necessary for the implementatiora@gpaphs 1 and 2 of
this Article, in particular paragraph 1(dghall be adopted in accordance with thgulatoryprocedurelaid-dewn
referredto in Article 7(2).
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4, The provisions of this Article shall be implementsal later than 5 September 2012. The Commission, stmlater
than 11 October 2012, evaluate the operational ifiomiog and the added value of the databank. On disés of this
evaluation, the Commission shall, if appropriateesent proposals to the European Parliament an€ dlacil or
present draft measures in accordance with para@aph

Article 14b
Particular health monitoring measures

Where a Member State considers, in relation tovargproduct or group of products, that, in ordeetsure protection of
health and safety and/or to ensure that publicthhealjuirements are observeairsuent-to-Article 36-of the Treatythe
availability ef such productshould be withdrawn from the market, or their placimythe market and putting into service
should beprohibited, restricted or subjected to particuguirements, it may take any necessary and jedttfiansitional
measures.

#The Member Statshall then inform the Commission andtalother Member States, giving the reasons for itéstt

The Comm|55|on shaII whenever p055|ble consulnrttmrested Partles and the Member Stalesl—\quFe—the—natlenal
& @)

The Commission shall adopt its opinion, indicatimbether the national measures are justified or loé Commission
shall inform all the Member States and the conduligerested Parties thereof.

When appropriate, the necessary measures desigaegeind nonessential elements of this Directivafirg to withdrawal
from the market, prohibition of placing on the nefrknd putting into service of a certain producg@up of products or to
restrictions or introduction of particular requirents in order for such products to be put on theketashall be adopted in
accordance with the requlatory procedure with scyutéifierred to in Article 7(3). On imperative grounafsurgency, the
Commission may use the urgency procedure refeor@tArticle 7(4).

Article 15
Clinical investigation

1. In the case of devices intended for clinical inigedtons, the manufacturer or the authorised remtasive,
established in the Community, shall follow the phgae referred to in Annex VIII and notify the compdte
authorities of the Member States in which the ingesions are to be conducteg means of the statement mentioned
in Section 2.2 of Annex VIII

2. Inthe case of devices falling within Class Il @ntplantable and long-term invasive devices fallmithin Class lla
or llb, the manufacturer may commence the releedinical investigation at the end of a period of @@ys after
notification, unless the competent authorities haw#fied him within that period of a decision teethontrary based
on considerations of public health or public policy

Member States may however authorise manufacturec®rtanence the relevant clinical investigations befthe
expiry of the period of 60 days, insofar as thewveht ethics committee has issued a favourableiaypion the
programme of investigation in questjoncluding its review of the clinical investigatigan

3. Inthe case of devices other than those referrémideconeparagrapt2, Member States may authorise manufacturers
to commence clinical investigations immediatelyenfthe date of notification, provided that the eshcommittee

concerned has issued a favourable opimigth-regard-to-the-investigational-plam the programme of investigation
in question including its review of the clinical Estigation plan

4.  The authorization referred to in paragraph 2 secsudparagraph and paragraph 3, may be made subject
authorization from the competent authority.

5. The cllnlcal |nvest|gat|ons must be conducted moadance W|th the prowsmns of Annex Xhe provisions—of
ecthi The measures designed to

amend nonessenual elements of this D|rect|ve mhar by supplementlnq it, relating to the provisoon clinical

investigation in Annex X shall be adopted in accoogawith the requlatory procedure with scrutiny reddrto in

Article 7(3).

6. The Member States shall, if necessary, take theogppte steps to ensure public health and puldicy Where a
clinical investigation is refused or halted by arvieer State, that Member State shall communicateeitssion and
the grounds therefor to all Member States and ther@ission. Where a Member State has called fogrifgiant
modification or temporary interruption of a clinigavestigation, that Member State shall inform Member States
concerned about its actions and the grounds foad¢tiens taken.




Unofficial consolidation by CEpartner4U 1993L0042 - EN — 11.10.2007 — MDD - 14

7.  The manufacturer or his authorised representativeblished-in-th€emmunityshall notify the competent authorities
of the Member States concerned of the end of th@cal investigation, with a justification in casd early
termination. In the case of early termination of thinical investigation on safety grounds thisificgtion shall be
communicated to all Member States and the Comnmmisdibe manufacturer or his authorised represetstnall
keep the report referred to in Section 2.3.7 of Andat the disposal of the competent authorities.

8.  The provisions of paragraphs 1 and 2 do not applgravtthe clinical investigations are conducted usiegices
which are authorized in accordance with Article 1bear the CE marking unless the aim of these iny&tsins is to
use the devices for a purpose other than thatreeféo in the relevant conformity assessment pnaeedrhe relevant
provisions of Annex X remain applicable.

Article 16
Notified bodies

1. The Member States shall notify the Commission ahéroMember States of the bodies which they havegdated
for carrying out the tasks pertaining to the prared referred to in Article 11 and the specific s which the
bodies have been designated. The Commission shsifjra identification numbers to these bodies, haf@r
referred to as ‘notified bodies'.

The Commission shall publish a list of the notifleatlies, together with the identification numbensas allocated to
them and the tasks for which they have been notifiethe Official Journal of the European Communitiésshall
ensure that the list is kept up to date.

2. Member States shall apply the criteria set out imeéxnXI for the designation of bodies. Bodies thaetthe criteria
laid down in the national standards which transpheseelevant harmonized standards shall be prestoneeéet the
relevant criteria.

When appropriate in the light of technical progrdéke detailed measures necessary to ensure astrisaipplication
of the criteria set out in Annex Xl for the desigoatof bodies by the Member States shall be adopt@dcordance
with the requlatory procedure referred to in Artié().

3. A Member State that has notified a body shall witindtiaat notification if it finds that the body no lger meets the
criteria referred to in paragraph 2. It shall imiag¢ely inform the other Member States and the Cossion thereof.

4.  The notified body and the manufacturer, or his atiled representativestablished-in-the-Communjtghall lay
down, by common accord, the time limits for compietdf the assessment and verification operatiofesreal to in
Annexes Il to VI.

5. The notified body shall informts competent authority about all certificates e$u modified, supplemented,
suspended, withdrawn or refused ahd other notified bodiesad-the-competent-Authorityithin the scope of this
Directive aboutallcertificates suspendegk, withdrawn or refusedand, on request, about certificates isseed
refused it-The notified bodyshall also make available, on request, all aduftioelevant information.

6.  Where a notified body finds that pertinent requiees of this Directive have not been met or areamgér met by
the manufacturer or where a certificate should lmeote been issued, it shall, taking account of thieciple of
proportionality, suspend or withdraw the certificetgued or place any restrictions on it unless c@npé with such
requirements is ensured by the implementation pf@piate corrective measures by the manufactimghe case of
suspension or withdrawal of the certificate or of amstriction placed on it or in cases where anrietion of the
competent authority may become necessary, theiewtifody shall inform its competent authority tleéreThe
Member State shall inform the other Member Stateksthe Commission.

7.  The notified body shall, on request, supply alevaint information and documents including budgetlvguments,
required to enable the Member State to verify céamnpe with Annex XI requirements.

Article 17
CE marking

1. Devices, other than devices which are custom-madetended for clinical investigations, considerednteet the
essential requirements referred to in Article 3 nhesir the CE marking of conformity when they are@thon the
market.

2. The CE marking of conformity, as shown in Annex Xflust appear in a visible, legible and indeliblenfamn the
device or its sterile pack, where practicable amqt@griate, and on the instructions for use. Whe@ieable, the CE
marking must also appear on the sales packaging.

It shall be accompanied by the identification numb&the notified body responsible for implemerdatiof the
procedures set out in Annexes II, IV, V and VI.
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3. It is prohibited to affix marks or inscriptions whiare likely to mislead third parties with regardtite meaning or
the graphics of the CE marking. Any other mark mayaffixed to the device, to the packaging or toittstruction
leaflet accompanying the device provided that is#iity and legibility of the CE marking is no¢reby reduced.

Article 18
Wrongly affixed CE marking
Without prejudice to Article 8:

(@ where a Member State establishes that the CE maHdsgbeen affixed undulyr is missing in violation of the
Directive, the manufacturer or his authorised representativ@blished-in-the-Cemmunishall be obliged to end the
infringement under conditions imposed by the Menttate;

(b) where non-compliance continues, the Member Statet take all appropriate measures to restrict or ipiblhe
placing on the market of the product in questiotoognsure that it is withdrawn from the market, ¢aa@dance with
the procedure in Article 8.

Those provisions shall also apply where the CE markias beenaffixed in accordance with the procednréss
Directive, but inappropriately, on products that moé covered by this Directive.

Article 19
Decision in respect of refusal or restriction
1.  Anydecision taken pursuant to this Directive:

(@) to refuse or restrict the placing on the markether putting into service of a device or the camyout of
clinical investigations;

or
(b) to withdraw devices from the market,

shall state the exact grounds on which it is basetth decisions shall be notified without delay te frarty
concerned, who shall at the same time be informaHeofemedies available to him under the naticamalih force in
the Member State in question and of the time litdte/hich such remedies are subject.

2. Inthe event of a decision as referred to in payalgrl, the manufacturer, or his authorized reptatieaestablished
in-the-Communityshall have an opportunity to put forward his viewpdn advance, unless such consultation is not
possible because of the urgency of the measure takien.

Article 20
Confidentiality

1.  Without prejudice to the existing national provissoand practices on medicaeretsconfidentiality Member States
shall ensure that all the Parties involved in thpliaation of this Directive are bound to observafaentiality with
regard to all information obtained in carrying thuir tasks.

This does not affect the obligation of Member Staad notified bodies with regard to mutual inforimatand the
dissemination of warnings, nor the obligations &f persons concerned to provide information underical law.

2. The following information shall not be treated asftdential:

(@) information on the registration of persons resgaesfor placing devices on the market in accordanith
Article 14;

(b) information to users sent out by the manufactuaeithorised representative or distributor in relatio a
measure according to Article 10(3);

(c) information contained in certificates issued, miedif supplemented, suspended or withdrawn.

3. The measures designed to amend non-essential @éeofetiis Directive, inter alia by supplementingrilating to
determination of the conditions under which othéorimation may be made publicly available, and irtipalar for
Class IIb and Class Il devices to any obligation fhanufacturers to prepare and make availablaransuy of the
information and data related to the device, shalhbtopted in accordance with the regulatory proeediith scrutiny
referred to in Article 7(3).
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Article 20a
Cooperation

Member States shall take appropriate measuresstorethat the competent authorities of the MemleieS cooperate with
each other and with the Commission and transmitatth ether the information necessary to enable Dirisctive to be
applied uniformly.

The Commission shall provide for the organisatidnan exchange of experience between the competdhoriies
responsible for market surveillance in order tordawate the uniform application of this Directive.

Without prejudice to the provisions of this Dire&jwooperation may be part of initiatives developeén international
level.

Article 21
Repeal and amendment of Directives
Directive 76/764/EEC is hereby repealed with effeatf 1 January 1995.
2. In the title and Article 1 of Directive 84/539/EE@uman or’ is deleted.
In Article 2 of Directive 84/539/EEC, the followinglgparagraph is added to paragraph 1:

‘If the appliance is at the same time a medicalidewithin the meaning of Directive 93/42/EEC (*) aifidt
satisfies the essential requirements laid downethefor that device, the device shall be deemedbeoin
conformity with the requirements of this Directive.

3.  Directive 90/385/EEC is hereby amended as follows:
1. inArticle 1 (2) the following two subparagraphs adeled:

‘(h) “placing on the market” means the first makiaggilable in return for payment or free of chaoje device
other than a device intended for clinical invedim® with a view to distribution and/or use on the
Community market, regardless of whether it is nefully refurbished;

() “manufacturer” means the natural or legal persvith responsibility for the design, manufactyvackaging
and labelling of a device before it is placed oa tharket under his own name, regardless of whetleseth
operations are carried out by that person himsasihchis behalf by a third party.

The obligations of this Directive to be met by mautfirers also apply to the natural or legal persbp

assembles, packages, processes, fully refurbishéf®ralabels one or more ready-made products and/or

assigns to them their intended purpose as a dewtbea view to their being placed on the market urtdsr
own name. This subparagraph does not apply to tfspevho, while not a manufacturer within the meaning
of the first subparagraph, assembles or adaptsekealready on the market to their intended purpasan
individual patient;’

2. in Article 9 the following paragraphs are added:

‘5. During the conformity assessment procedure foece, the manufacturer and/or the notified bslusil take
account of the results of any assessment and catidh operations which, where appropriate, haveibee
carried out in accordance with this Directive atraterimediate stage of manufacture.

6. Where the conformity assessment procedure iegdlve intervention of a notified body, the mantifear, or
his authorized representative established in ther@anity, may apply to a body of his choice withire th
framework of the tasks for which the body has bedified.

7. The notified body may require, where duly justifi any information or data which is necessary for
establishing and maintaining the attestation of@onity in view of the chosen procedure.

8. Decisions taken by the notified bodies in accocdavith Annexes Il and Il shall be valid for a maxim of
five years and may be extended on application, naa@etime agreed in the contract signed by bottigsa
for further periods of five years.

9. By derogation from paragraphs 1 and 2 the coempetuthorities may authorize, on duly justifieduest, the
placing on the market and putting into service, imitthe territory of the Member State concerned, of
individual devices for which the procedures refert@dn paragraphs 1 and 2 have not been carriedmadit
the use of which is in the interest of protectiémealth.’;
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3.  the following Article 9a is inserted after Article 9:
‘Article 9a

1. Where a Member State considers that the confpmfiia device or family of devices should be elishled,
by way of derogation from the provisions of Articlet applying solely one of the given proceduressem
from among those referred to in Article 9, it stalbmit a duly substantiated request to the Comarisaind
ask it to take the necessary measures. These rasashall be adopted in accordance with the procedure
referred to in Article 7 (2) of Directive 93/42/EE€).(

2. The Commission shall inform the Member Statethefmeasures taken and, where appropriate, pubksh
relevant parts of these measures inGffigcial Journal of the European Communities

4.  Article 10 shall be amended as follows:
— the following subparagraph shall be added to papy2:

‘Member States may however authorize manufactucestart the clinical investigations in questiondref
the expiry of the 60-day period, provided that Ethical Committee concerned has delivered a favdara
opinion with respect to the investigation progranimguestion.’,

— the following paragraph shall be inserted:

‘2a. The authorization referred to in the secorishswagraph of paragraph 2 may be subject to appbgva
the competent authority.’;

5.  the following is added to Article 14:

‘In the event of a decision as referred to in threvjpus paragraph the manufacturer, or his autbdriz
representative established in the Community, drale an opportunity to put forward his viewpoint @dvance,
unless such consultation is not possible becaueeairgency of the measures to be taken.’

Article 22
Implementation, transitional provisions

1. Member States shall adopt and publish the laws Ja#gos and administrative provisions necessargommply with
this Directive not later than 1 July 1994. They kmimediately inform the Commission thereof.

The Standing Committee referred to in Article 7 massume its tasks from the date of notification ¢f)this
Directive. The Member States may take the measafesed to in Article 16 on notification of this Datéve.

When Member States adopt these provisions, thedkecsimtain a reference to this Directive or shalldzcompanied
by such a reference at the time of their officiablication. The procedure for such reference shalbadopted by
Member States.

Member States shall apply these provisions withcefflem 1 January 1995.

2. Member States shall communicate to the Commiss$ienexts of the provisions of national law which tlaelppt in
the field covered by this Directive.

3. Member States shall take the necessary action gorerthat the notified bodies which are respongiblesuant to
Article 11 (1) to (5) for conformity assessment taloeount of any relevant information regarding ¢haracteristics
and performance of such devices, including in paldir the results of any relevant tests and vettitm already
carried out under pre-existing national law, regafke or administrative provisions in respect oftsdevices.

4.  Member States shall accept:

- devices which conform to the rules in force in theiritory on 31 December 1994 being placed on thekat
during a period of five years following the adoptiwfthis Directive, and

- the aforementioned devices being put into servité 80 June 2001 at the latest.

In the case of devices which have been subject&dE® pattern approval in accordance with Directive/@8/EEC,
Member States shall accept their being placed emthrket and put into service during the periodai80 June
2004.

Article 23

This Directive is addressed to the Member States.
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ANNEX |
ESSENTIAL REQUIREMENTS

I. GENERAL REQUIREMENTS

1

6a.

The devices must be designed and manufacturedcm &wvay that, when used under the conditions anthéor
purposes intended, they will not compromise theiadincondition or the safety of patients, or théesaand
health of users or, where applicable, other persprisjided that any risks which may be associated thigr
intendeduse constitute acceptable risks when weighed aghiadienefits to the patient and are compatible aith
high level of protection of health and safety.

This shall include:

- reducing, as far as possible, the risk of use alim to the ergonomic features of the device amd th
environment in which the device is intended to beduslesign for patient safety), and

- consideration of the technical knowledge, experiemzhication and training and where applicable the
medical and physical conditions of intended useesi@n for lay, professional, disabled or othersjse

The solutions adopted by the manufacturer for #&gh and construction of the devices must confarsafety
principles, taking account of the generally acknalglkd state of the art. In selecting the most apfatep
solutions, the manufacturer must apply the followgmigiciples in the following order:

- eliminate or reduce risks as far as possible (il safe design and construction),

- where appropriate take adequate protection measwiesling alarms if necessary, in relation to riskat
cannot be eliminated,

- inform users of the residual risks due to any slwonings of the protection measures adopted.

The devices must achieve the performances intebgletthe manufacturer and be designed, manufactundd a
packaged in such a way that they are suitable ferarmore of the functions referred to in Articlé2) (a), as
specified by the manufacturer.

The characteristics and performances referred ®eittions 1, 2 and 3 must not be adversely affecteslich a
degree that the clinical conditions and safety loé patients and, where applicable, of other persoes
compromised during the lifetime of the device atidated by the manufacturer, when the device isestdyl to
the stresses which can occur during normal conditifruse.

The devices must be designed, manufactured anegaclsuch a way that their characteristics andop@dinces
during their intended use will not be adversely efd during transport and storage taking accounthef
instructions and information provided by the mactfeer.

Any undesirable side-effect must constitute an aetsg risk when weighed against the performancesdieiz.

Demonstration of conformity with the essentguirements must include a clinical evaluationdocadance with

Annex X.

II. REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION

7.
7.1.

7.2.

7.3.

Chemical, physical and biological properties

The devices must be designed and manufactured éh suway as to guarantee the characteristics and
performances referred to in Section | on the ‘Gdrreuirements’. Particular attention must be gaid

- the choice of materials used, particularly as géoxicity and, where appropriate, flammability,

- the compatibility between the materials used antbgical tissues, cells and body fluids, taking astoof
the intended purpose of the device,

- where appropriate, the results of biophysical or eflod) research whose validity has been demonstrated
beforehand.

The devices must be designed, manufactured andegaick such a way as to minimize the risk posed by
contaminants and residues to the persons involueithé transport, storage and use of the devicestaride
patients, taking account of the intended purposthefproduct. Particular attention must be paidhi tissues
exposed and to the duration and frequency of exposu

The devices must be designed and manufacturedcim @way that they can be used safely with the nadsgeri
substances and gases with which they enter into codteting their normal use or during routine proged; if
the devices are intended to administer medicinadlypcts they must be designed and manufacturedcim suvay
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7.4.

7.5.

7.6.

as to be compatible with the medicinal products eomed according to the provisions and restrictigogerning
these products and that their performance is maidan accordance with the intended use.

Where a device incorporates, as an integral patbatance which, if used separately, may be carside be a
medicinal product as defined in Article 1 of Direet&5/65/EEC2001/83/ECand which is liable to act upon the
body with action ancﬂlary to that of the dewdbe%afety—quaht\the qualltv, safetyand usefulness of the
substance must be verifi geby analogy with thepprepriate
methods specified iAnnex | tc I to D|rect|ve75I3;SlEECZOOl/83/EC

For the substances referred to in the first pammrehe notified body shall, having verified thesfudness of the
substance as part of the medical device and tadogunt of the intended purpose of the device, aesdientific
opinion from one of the competent authorities desigd by the Member States or the European Medicine
Agency (EMEA) acting particularly through its comregtin accordance with Regulation (EC) No 726/2004 (1)
on the quality and safety of the substance inclydire clinical benefit/risk profile of the incor@ion of the
substance into the device. When issuing its opinio& competent authority or the EMEA shall take iatcount
the manufacturing process and the data relateldetaisefulness of incorporation of the substanaetime device

as determined by the notified body.

Where a device incorporates, as an integral pdémtinaan blood derivative, the notified body shalying verified
the usefulness of the substance as part of thecaladftvice and taking into account the mtendequm of the
device,seek a scientific opinion from thHed .
EMEA, actmq partlcularly throuqh |ts commlttemn the quallty and safety of tH%v%Mm%eewteHhe

T =

eHhe4hteneleeleeweeseeHheLdewsebstance |nclud|ng the cI|n|caI beneflt/rlsk pl@fmf the |ncorporat|on of
the human blood derivative into the device. Whesuiisg its opinion, the EMEA shall take into accotim
manufacturing process and the data related to sk&ulness of incorporation of the substance ineodévice as
determined by the notified body.

Where changes are made to an ancillary substamm@piorated in a device, in particular related t® it

manufacturing process, the notified body shallifermed of the changes and shall consult the rateveedicines
competent authority (i.e. the one involved in thigial consultation), in order to confirm that theality and safety
of the ancillary substance are maintained. The e&bemt authority shall take into account the dalated to the
usefulness of incorporation of the substancetimodevice as determined by the notified body,rdepto ensure
that the changes have no negative impact on tlhabletted benefit/risk profile of the addition oeteubstance in
the medical device.

When the relevant medicines competent authorigy the one involved in the initial consultation)shzbtained
information on the ancillary substance, which coudde an impact on the established benefit/riskilerof the
addition of the substance in the medical deviceshill provide the notified body with advice, whethikis
information has an impact on the established b#risk profile of the addition of the substancetlir® medical
device or not. The notified body shall take the atpd scientific opinion into account in reconsidgriits
assessment of the conformity assessment procedure.

The devices must be designed and manufacturedcim auvay as to reduce to a minimum the risks posed b
substances leaking from the devicgecial attention shall be given to substances whigh carcinogenic,
mutagenic or toxic to reproduction, in accordanceh winnex | to Council Directive 67/548/EEC of 27 autR67

on the approximation of laws, requlations and adstiiaiive provisions relating to the classificatigmckaging
and labelling of dangerous substances (*).

If parts of a device (or a device itself) intendedadminister and/or remove medicines, body ligudther
substances to or from the body, or devices interidettansport and storage of such body fluids ulyssances,
contain phthalates which are classified as carcimcgenutagenic or toxic to reproduction, of catggtror 2, in

accordance with Annex | to Directive 67/548/EEC, théseices must be labelled on the device itself @ndh

the packaging for each unit or, where appropriaighe sales packaging as a device containing @tdsal

If the intended use of such devices includes treatrof children or treatment of pregnant or nursimmen, the
manufacturer must provide a specific justificatfon the use of these substances with regard to ¢angad with
the essential requirements, in particular of thesagraph, within the technical documentation andhiwithe
instructions for use, information on residual ridks these patient groups and, if applicable, oprapriate
precautionary measures.

Devices must be designed and manufactured in sugdyaas to reduce, as much as possible, risks poséteb
unintentional ingress of substances into the devadéng into account the device and the nature hef t
environment in which it is intended to be used.
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8.2.

8.3.

8.4.

8.5.

8.6.

8.7.

9.2.

9.3.

10.
10.1.

10.2.

10.3.

I nfection and microbial contamination

The devices and manufacturing processes must hgneesin such a way as to eliminate or reduce asgar
possible the risk of infection to the patient, usied third parties. The design must allow easy hiagdind, where
necessary, minimize contamination of the devicéhleypatient or vice versa during use.

Tissues of animal origin must originate from anigsnéhat have been subjected to veterinary controls a
surveillance adapted to the intended use of thaes

Notified bodies shall retain information on the geganical origin of the animals.

Processing, preservation, testing and handlingssti¢s, cells and substances of animal origin imeistarried out
so as to provide optimal security. In particulafesawith regard to viruses and otheansferableransmissible
agents must be addressed by implementation ofatalidmethods of elimination or viral inactivationthe course
of the manufacturing process.

Devices delivered in a sterile state must be dedigmanufactured and packed in a non-reusable padioa
according to appropriate procedures to ensuretliegtare sterile when placed on the market and restarile,
under the storage and transport conditions laid demtil the protective packaging is damaged or epen

Devices delivered in a sterile state must have bwanufactured and sterilized by an appropriate,desdid
method.

Devices intended to be sterilized must be manufadtun appropriately controlled (e. g. environmental
conditions.

Packaging systems for non-sterile devices must Keegproduct without deterioration at the level Hanliness
stipulated and, if the devices are to be sterilipadr to use, minimize the risk of microbial comiaation; the
packaging system must be suitable taking accouttiteomethod of sterilization indicated by the mautidirer.

The packaging and/or label of the device mustrisiish between identical or similar products sol@ath sterile
and non-sterile condition.

Construction and environmental properties

If the device is intended for use in combinationhvather devices or equipment, the whole combinafimriuding
the connection system must be safe and must noaitintpe specified performances of the devices. Any
restrictions on use must be indicated on the labgl the instructions for use.

Devices must be designed and manufactured in sucty as to remove or minimize as far as is possible:

- the risk of injury, in connection with their physidaatures, including the volume/pressure ratimetisional
and where appropriate ergonomic features,

- risks connected with reasonably foreseeable enviemtsmh conditions, such as magnetic fields, external
electrical influences, electrostatic dischargespuee, temperature or variations in pressure acelexation,

- the risks of reciprocal interference with other degi normally used in the investigations or forttleatment
given,

- risks arising where maintenance or calibration arepossible (as with implants), from ageing of mater
used or loss of accuracy of any measuring or cbntezhanism.

Devices must be designed and manufactured in sweatyaas to minimize the risks of fire or explosiorridg
normal use and in single fault condition. Particaltiention must be paid to devices whose intendedincludes
exposure to flammable substances or to substandek wduld cause combustion.

Deviceswith a measuring function

Devices with a measuring function must be designet manufactured in such a way as to provide sufftcien
accuracy and stability within appropriate limits afcuracy and taking account of the intended purpdsbe
device. The limits of accuracy must be indicatedh®ymanufacturer.

The measurement, monitoring and display scale rhastlesigned in line with ergonomic principles, takin
account of the intended purpose of the device.

The measurements made by devices with a measumegdo must be expressed in legal units conforntintpe
provisions of Council Directive 80/181/EEC (1).
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11. Protection against radiation

11.1. General

11.1.1. Devices shall be designed and manufactured in sweayathat exposure of patients, users and otheopgr®
radiation shall be reduced as far as possible cobipavith the intended purpose, whilst not restngtithe
application of appropriate specified levels forrttpeutic and diagnostic purposes.

11.2. Intended radiation

11.2.1. Where devices are designed to emit hazardous lefaiadiation necessary for a specific medical psgthe
benefit of which is considered to outweigh the riskserent in the emission, it must be possible far tiser to
control the emissions. Such devices shall be dedigmd manufactured to ensure reproducibility afetance of
relevant variable parameters.

11.2.2. Where devices are intended to emit potentially fdmas, visible and/or invisible radiation, they mbs fitted,
where practicable, with visual displays and/or awdilshrnings of such emissions.

11.3.  Unintended radiation

11.3.1. Devices shall be designed and manufactured in swayahat exposure of patients, users and otheopsit® the
emission of unintended, stray or scattered radidgoeduced as far as possible.

11.4. Instructions

11.4.1. The operating instructions for devices emittingia#&idn must give detailed information as to theunatof the
emitted radiation, means of protecting the patéerd the user and on ways of avoiding misuse antiminating
the risks inherent in installation.

11.5. lonizing radiation

11.5.1. Devices intended to emit ionizing radiation mustdesigned and manufactured in such a way as to ettsafre
where practicable, the quantity, geometry and quafitradiation emitted can be varied and controtkddng into
account the intended use.

11.5.2. Devices emitting ionizing radiation intended forghastic radiology shall be designed and manufadtimeuch a
way as to achieve appropriate image and/or outpalityuor the intended medical purpose whilst mirgmg
radiation exposure of the patient and user.

11.5.3. Devices emitting ionizing radiation, intended foetapeutic radiology shall be designed and manufedtin such
a way as to enable reliable monitoring and contfahe delivered dose, the beam type and energyvdrete
appropriate the quality of radiation.

12. Requirements for medical devices connected to or equipped with an energy source

12.1. Devices incorporating electronic programmable systemust be designed to ensure the repeatabilitabitidy
and performance of these systems according tonteaded use. In the event of a single fault cooditin the
system) appropriate means should be adopted tinelienor reduce as far as possible consequent risks

12.1a. For devices which incorporate software or whdoh medical software in themselves, the softwaret rhas
validated according to the state of the art takimigp account the principles of development lifeeyctisk
management, validation and verification.

12.2.  Devices where the safety of the patients dependsionternal power supply must be equipped with a meéns
determining the state of the power supply.

12.3. Devices where the safety of the patients dependsxaxiernal power supply must include an alarm system
signal any power failure.

12.4. Devices intended to monitor one or more clinicabpagters of a patient must be equipped with apprigpalarm
systems to alert the user of situations which céoeddl to death or severe deterioration of the pediestate of
health.

12.5. Devices must be designed and manufactured in swellyaas to minimize the risks of creating electronsdign
fields which could impair the operation of otherides or equipment in the usual environment.

12.6. Protection against electrical risks
Devices must be designed and manufactured in swedyaas to avoid, as far as possible, the risk oidaotal
electric shocks during normal use and in singldt faandition, provided the devices are installedectly.

12.7.  Protection against mechanical and thermal risks

12.7.1. Devices must be designed and manufactured in swedyaas to protect the patient and user against mewdia

risks connected with, for example, resistance, ktyabind moving parts.
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12.7.2.

12.7.3.

12.7.4.

12.7.5.

12.8.

12.8.1.

12.8.2.

12.9.

13.
13.1.

13.2.

13.3.

Devices must be designed and manufactured in sughyaas to reduce to the lowest possible level thesris
arising from vibration generated by the devicelsingaccount of technical progress and of the meaagable for
limiting vibrations, particularly at source, unlebg vibrations are part of the specified perforogan

Devices must be designed and manufactured in sughyaas to reduce to the lowest possible level thesris
arising from the noise emitted, taking accountewhhical progress and of the means available toceedoise,
particularly at source, unless the noise emittqzhis of the specified performance.

Terminals and connectors to the electricity, gabyalraulic and pneumatic energy supplies which ser has to
handle must be designed and constructed in sucly as@ minimize all possible risks.

Accessible parts of the devices (excluding the partgreas intended to supply heat or reach givempeeatures)
and their surroundings must not attain potentiddiyigerous temperatures under normal use.

Protection against the risks posed to the patignétergy supplies or substances

Devices for supplying the patient with energy or saibses must be designed and constructed in sucly shag
the flow-rate can be set and maintained accuratebyigh to guarantee the safety of the patient &ttteaser.

Devices must be fitted with the means of preventind/@ indicating any inadequacies in the flow-ratieich
could pose a danger.

Devices must incorporate suitable means to preasrfar as possible, the accidental release of dangdéevels of
energy from an energy and/or substance source.

The function of the controls and indicators mustlearly specified on the devices.

Where a device bears instructions required fopfsration or indicates operating or adjustment rpatars by
means of a visual system, such information mustrizskerstandable to the user and, as appropriatpatient.

Information supplied by the manufacturer

Each device must be accompanied by the informatemded to use it safely apdoperly taking account of the
tra|n|nq and knowledqe of the potenUaI users, ammlentlfv the manufactureand-to-idenfy-the-manufacturer,

This information comprises the details on the lamel the data in the instructions for use.

As far as practicable and appropriate, the inforomatieeded to use the device safely must be senotie device
itself and/or on the packaging for each unit or, reheppropriate, on the sales packaging. If indizidaackaging
of each unit is not practicable, the informationstioe set out in the leaflet supplied with one orerdevices.

Instructions for use must be included in the patigfpr every device. By way of exception, no sugstiuctions
for use are needed for devices in Class | or Ithéf can be used safely without any such instrostio

Where appropriate, this information should take fidven of symbols. Any symbol or identification coloused
must conform to the harmonized standards. In gmashich no standards exist, the symbols and cslowst be
described in the documentation supplied with theadev

The labelmust bear the following particulars:

(@) the name or trade name and address of the manidadtor devices imported into the Community, iawi
of their distribution in the Communlty, the labet,the outer packaglng or mstructlons for useJIstDntaln
in add|t|on the name and addresseghe

Gemmumtakasﬂamare%te

(b) the details strictly necessaigrthe-userto identify the device and the contents of thekpgigespecially
for the users

(c) where appropriate, the word ‘STERILE’;
(d) where appropriate, the batch code, preceded by thet"WOT’, or the serial number;

(e) where appropriate, an indication of the date by wiiiehdevice should be used, in safety, expresséukeas
year and month;

()  where appropriate, an indication that the devideiissingle useA manufacturer's indication of single use
must be consistent across the Community;

(g) if the device is costum-made, the words ‘custom-ndléce’;
(h) if the device is intended for clinical investigaig) the words ‘exclusively for clinical investigats;

(i)  any special storage and/or handling conditions;
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13.4.

13.5.

13.6.

0
(k)
o

(m)
(n)

any special operating instructions;
any warnings and/or precautions to take;

year of manufacture for active devices other theose covered by (e). This indication may be inctuohe
the batch or serial number;

where applicable, method of sterilization;

in the case of a device within the meaning of Artit{da), an indication that the device contains mdiu
blood derivative.

If the intended purpose of the device is not obsituthe user, the manufacturer must clearly state the label
and in the instructions for use.

Wherever reasonable and practicable, the devices dmtachable components must be identified, where
appropriate in terms of batches, to allow all appedp action to detect any potential risk posedhgydevices and
detachable components.

Where appropriate, the instructions for use mustaio the following particulars:

@)
(b)
(©

(d)

(e)
]
(9)

(h)

@)

)

the details referred to in Section 13.3, with theegtion of (d) and (e);
the performances referred to in Section 3 and adgsirable sideeffects;

if the device must be installed with or connectedttter medical devices or equipment in order toraige
as required for its intended purpose, sufficieraitle of its characteristics to identify the cotreevices or
equipment to use in order to obtain a safe comioinat

all the information needed to verify whether theideuvs properlyinstalled and can operate correatig
safely, plus details of thenature and frequencthefmaintenance and calibration needed to ensatetth
devices operate properly and safely at all times;

where appropriate, information to avoid certainsigkconnection with implantation of the device;

information regarding the risks of reciprocal iféeence posed by the presence of the device dapagific
investigations or treatment;

the necessary instructions in the event of damagleet sterile packaging and, where appropriatejldeth
appropriate methods of resterilization;

if the device is reusable, information on the appiaie processes to allow reuse, including cleaning,
disinfection, packaging and, where appropriate,nf&hod of sterilization of the device to be rabzed,
and any restriction on the number of reuses.

Where devices are supplied with the intention thay e sterilized before use, the instructionfeaning
and sterilization must be such that, if correctiffdwed, the device will still comply with the regaments
in Section |.

If the device bears an indication that the devicéor single use, information on known characterssand
technical factors known to the manufacturer thatldgose a risk if the device were to be re-usedh If
accordance with Section 13.1 no instructions forarseneeded, the information must be made avaitable
the user upon request;

details of any further treatment or handling neelefre the device can be used (for example, izegin,
final assembly, etc.);

in the case of devices emitting radiation for mabigurposes, details of the nature, type, intenaitgt
distribution of this radiation.

The instructions for use must also include detallswing the medical staff to brief the patient amyaontra-
indications and any precautions to be taken. THesals should cover in particular:

(k)

o

(m)

(n)
(0)

precautions to be taken in the event of changéseiperformance of the device;

precautions to be taken as regards exposure, isomally foreseeable environmental conditions, to
magnetic fields, external electrical influencesscélostatic discharge, pressure or variations esqire,
acceleration, thermal ignition sources, etc.;

adequate information regarding the medicinal produgroducts which the device in question is design
to administer, including any limitations in the at®of substances to be delivered;

precautions to be taken against any special, uhtisia related to the disposal of the device;

medicinal substancesir human blood derivativeicorporated into the device as an integral part i
accordance with Section 7.4;
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(p) degree of accuracy claimed for devices with a méagdunction;

(q) date of issue or the latest revision of the ingtons for use.
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3.2.

ANNEX 11
EC DECLARATION OF CONFORMITY

(Full quality assurance system)

The manufacturer must ensure application of thditgyusystem approved for the design, manufacture famal
inspection of the products concerned, as spedifiedection 3 and is subject to audit as laid dowSeetions 3.3
and 4 and to Community surveillance as specifie8dotion 5.

The EC declaration of conformity is the procedure wherdiwy thanufacturer who fulfils the obligations imposed

by Section 1 ensures and declares that the prodacterned meet the provisions of this Directive Whipply to
them.

The manufacturer must affix the CE marking in adeoice with Article 17 and draw up a written declarabf
conformity. This declaration must covegaren-number-of the products manufactured ane or more medical
devices manufactured, clearly identified by meahgroduct name, product code or other unambiguetesgnce
and must b&ept by the manufacturer.

Quality system
The manufacturer must lodge an application forsssent of his quality system with a notified body.

The application must include:

- the name and address of the manufacturer and atitiom@l manufacturing site covered by the quality
system,

- all the relevant information on the product or prodcategory covered by the procedure,

- a written declaration that no application has beelgéd with any other notified body for the same pod
related quality system,

- the documentation on the quality system,
- an undertaking by the manufacturer to fulfil thdigdtions imposed by the quality system approved,
- an undertaking by the manufacturer to keep theagpr quality system adequate and efficacious,

- an undertaking by the manufacturer to institute &adp up to date a systematic procedure to review
experience gained from devices in the post-prodagbhaseincluding the provisions referred to in Annex
X, and to implement appropriate means to apply angssary corrective action. This undertaking must
include an obligation for the manufacturer to notiie competent authorities of the following incitien
immediately on learning of them:

® any malfunction or deterioration in the characta$sand/or performance of a device, as well as any
inadequacy in the instructions for use which miglaidl to or might have led to the death of a patient
or user or to a serious deterioration in his sbatecalth;

(i) any technical or medical reason connected with tm@racteristics or performance of a device
leading for the reasons referred to in subparag(gpio systematic recall of devices of the same
type by the manufacturer.

Application of the quality system must ensure that products conform to the provisions of this Dirertvhich
apply to them at every stage, from design to fimapection. All the elements, requirements and gious
adopted by the manufacturer for his quality systenst be documented in a systematic and orderly eranrthe

form of written policies and procedures such asiguprogrammes, quality plans, quality manuals godlity
records.

It shall include in particular the correspondingcdmentation, data and records arising from the guoes
referred to in point (c).

It shall include in particular an adequate desiipof:

(@) the manufacturer's quality objectives;
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3.3.

(b) the organization of the business and in particular:

the organizational structures, the responsibilitésthe managerial staff and their organizational
authority where quality of design and manufacturéhefproducts is concerned,

the methods of monitoring the efficient operatidrttee quality system and in particular its ability
achieve the desired quality of design and of prgdincluding control of products which fail to
conform,

where the design, manufacture and/or final inspeditd testing of the products, or elements thereof,
is carried out by a third party, the methods of itwwing the efficient operation of the quality ssst
and in particular the type and extent of contrgileggl to the third party;

(c) the procedures for monitoring and verifying the igesof the productsjncluding the corresponding
documentationand in particular:

a general description of the product, including sagants plannedind its intended use(s),

the design specifications, including the standavtiich will be applied and the results of the risk
analysis, and also a description of the solutioshgpted to fulfil the essential requirements which
apply to the products if the standards referreid thrticle 5 are not applied in full,

the techniques used to control and verify the deaitd the processes and systematic measures which
will be used when the products are being designed,

if the device is to be connected to other device(sprder to operate as intended, proof must be
provided that it conforms to the essential requeeta when connected to any such device(s) having
the characteristics specified by the manufacturer,

a statement indicating whether or not the deviceriporates, as an integral part, a substance or a
human blood derivative referred to in section #.Amnex | and the data on the tests conducted  thi
connection required to assess the safety, quatity wsefulness of that substance or human blood
derivative, taking account of the intended purpafstne device,

a statement indicating whether or not the deviaeasufactured utilising tissues of animal origin as
referred to in Commission Directive 2003/32/EC (1),

the solutions adopted as referred to in Annex |,g8#va, Section 2,

the pre-clinical evaluation,

the clinicaldataevaluationreferred to in Annex X,

the draft label and, where appropriate, instructfonsise.

(d) the inspection and quality assurance techniquésananufacturing stage and in particular:

the processes and procedures which will be useticylarly as regards sterilization, purchasing and
the relevant documents,

the product identification procedures drawn up aeptlup to date from drawings, specifications or
other relevant documents at every stage of manugct

(e) the appropriate tests and trials which will be caroet before, during and after manufacture, theueacy
with which they will take place, and the test equiptesed; it must be possible to trace back the iclin
of the test equipment adequately.

The notified body must audit the quality systemd&germine whether it meets the requirements refeed
Section 3.2. It must presume that quality systemistwimplement the relevant harmonized standard$oconto
these requirements.

The assessment team must include at leastremedermemberwith past experience of assessments of the
technology concerned. The assessment procedureinulisie an assessment) a representative basis, of the
documentation of the design of the product(s) coremt an inspectioon the manufacturer's premises and, in duly

substantiated cases, on the premises of the mauardds suppliers and/or subcontractors to insphet
manufacturing processes.

The decision is notified to the manufacturer. Itstoontain the conclusions of the inspection anméasoned
assessment.
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3.4.

4.2.

4.3.

4.4,

5.2.

5.3.

5.4.

The manufacturer must inform the notified body whagproved the quality system of any plan for sufifh
changes to the quality system or the product-raayered. The notified body must assess the chamog®sed
and verify whether after these changes the quajiétes still meets the requirements referred todotin 3.2. It
must notify the manufacturer of its decision. THecision must contain the conclusions of the inpeand a
reasoned assessment.

Examination of the design of the product

In addition to the obligations imposed by Sectigntt® manufacturer must lodge with the notified baaty
application for examination of the design dossaating to the product which he plans to manufactung which
falls into the category referred to in Section 3.1.

The application must describe the design, manufacand performances of the product in questiomust
include the documents needed to assess whetherabacp conforms to the requirements of this Diregtias
referred to in Section 3.2 (c).

The notified body must examine the application d@hdhye product conforms to the relevant provisiaisthis
Directive, issue the application with an EC desigarmiation certificate. The notified body may reguthe
application to be completed by further tests opto allow assessment of conformity with the regoients of
the Directive. The certificate must contain the dosions of the examination, the conditions of vigidthe data
needed for identification of the approved designerghappropriate, a description of the intended geeof the
product.

In the case of devices referred to in Annex |, ®&cil.4, firstsubparagrapBecond paragraplthe notified body
shall, as regards the aspects referred to in #witos, consult one of the competémidiesauthoritiesdesignated
by the Member States in accordance with Diredd&&85/EEC2001/83/EC or the EMEAefore taking a decision.
The opinion of the competent national authorityler EMEA must be drawn up within 210 days after refceip
valid documentation. The scientific opinion of tt@mpetent national authority or the EMEA must beduded in
the documentation concerning the devitke notified body will give due consideration t@ tiews expressed in
this consultation when making its decision. It widhwey its final decision to the competent body esned.

In the case of devices referred to in Annex |, $&cil.4,second-paragrapihird paragraphthe scientific opinion
of the EMEA must be included in the documentationcesning the devicelhe opinion of the EMEA must be
drawn up within 210 days after receipt of valid doemtation.The notified body will give due consideration to
the opinion of the EMEA when making its decision. Tiatified body may not deliver the certificate et
EMEA's scientific opinion is unfavourable. It wilbavey its final decision to the EMEA.

In the case of devices manufactured utilising gssaf animal origin as referred to in Directive 2023EC, the
notified body must follow the procedures referredhtthat Directive.

Changes to the approved design must receive fuagy@oval from the notified body which issued the d&Sign-
examination certificate wherever the changes cofilectaconformity with the essential requirements tbé
Directive or with the conditions prescribed for udettee product. The applicant shall inform the rietif body

which issued the EC design-examination certificatearmy such changes made to the approved desigs. Thi

additional approval must take the form of a supgletto the EC designexamination certificate.
Surveillance

The aim of surveillance is to ensure that the mactufer duly fulfils the obligations imposed by theproved
quality system.

The manufacturer must authorize the notified badgarry out all the necessary inspections and gupplith all
relevant information, in particular:
- the documentation on the quality system,

- the data stipulated in the part of the quality eystrelating to design, such as the results of aealy
calculations, testghe solutions adopted as referred to in Annex |,p8val, Section 2, pre-clinical and
clinical evaluation, post-market clinical follow-ugban and the results of the post-market cliniodbfv-up,

if applicable.etc.,

- the data stipulated in the part of the quality eystelating to manufacture, such as inspectionrteand
test data, calibration data, qualification repoftthe personnel concerned, etc.

The notified body must periodically carry out apmiate inspections and assessments to make surehtha
manufacturer applies the approved quality systednnamst supply the manufacturer with an assessmpaitre

In addition, the notified body may pay unannouneeits to the manufacturer. At the time of such tgisthe
notified body may, where necessary, carry out orfaskests in order to check that the quality systs working
properly. It must provide the manufacturer with agpection report and, if a test has been carriédwith a test
report.
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Administrative provisions

The manufactureor his authorised representatinmist, for a period ending at least five years] in the case of
implantable devices at least 15 yeafter the last product has been manufactured, kédpe disposal of the
national authorities:

- the declaration of conformity,

- the documentation referred to in the fourth indehSection 3.1and in particular the documentation, data
and records referred to in the second paragra@ection 3.2,

- the changes referred to in Section 3.4,
- the documentation referred to in Section 4.2, and

- the decisions and reports from the notified bodseéesrred to in Sections 3.3, 4.3, 4.4, 5.3 and 5.4

7.2.

7.3.

7.4.

7.5.

Application to devicesin Classes [laand I Ib.

In line with Article 11(2) and (3), this Annex may dppo products in Classes lla and llb. Section dyaver,
does not apply.

For devices in Class lla the notified body shabess, as part of the assessment in Section 3.3echaical
documentation as described in Section 3.2(c) fteast one representative sample for each devimeasegory for
compliance with the provisions of this Directive.

For devices in Class IlIb the notified body shakess, as part of the assessment in Section 3.3echaical
documentation as described in Section 3.2(c) fdeadt one representative sample for each genevical group
for compliance with the provisions of this Directive.

In choosing representative sample(s) the notifiedybshall take into account the novelty of the testhgy,
similarities in design, technology, manufacturimgl sterilisation methods, the intended use andebelts of any
previous relevant assessments (e.g. with regarchysigal, chemical or biological properties) thavéébeen
carried out in accordance with this Directive. Theififeml body shall document and keep available te th
competent authority its rationale for the samplekgn.

Further samples shall be assessed by the notifeely s part of the surveillance assessment refaoed
Section 5.

Application to the devicesreferred to Article 1(4a)

Upon completing the manufacture of each batch ofcdevreferred to in Article 1(4a), the manufactuskall
inform the notified body of the release of the bad€ devices and send to it the official certifeabncerning the
release of the batch of human blood derivative usetthe device, issued by a State laboratory caberatory

designated for that purpose by a Member State ¢gordance withArticle-4(3)-of Directive89/381/EECArticle
114(2) of Directive 2001/83/EC
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4.2.

4.3.

4.4,

ANNEX I11
EC TYPE-EXAMINATION

EC type-examination is the procedure whereby airdtiiody ascertains and certifies that a repreteatsample
of the production covered fulfils the relevant gedens of this Directive.

The application includes:

the name and address of the manufacturer and the aad address of the authorized representatibe if
application is lodged by the representative,

the documentation described in Section 3 neededdess the conformity of the representative saaifilee
production in question, hereinafter referred tottes ‘type’, with the requirements of this DirectivEhe
applicant must make a ‘type’ available to the netfoody. The notified body may request other sas\pk
necessary,

a written declaration that no application has beelgéd with any other notified body for the same type

The documentation must allow an understanding ofdib&ign, the manufacture and the performances ef th
product and must contain the following items in jcattr:

a general description of the type, including anyargs plannedand its intended use(s),

design drawings, methods of manufacture envisagepaiticular as regards sterilisation, and diagrafms
components, sub-assemblies, circuits, etc.,

the descriptions and explanations necessary torstashel the abovementioned drawings and diagrams and
the operation of the product,

a list of the standards referred to in Article Splagd in full or in part, and descriptions of thelgions
adopted to meet the essential requirements iftdredards referred to in Article 5 have not beeniaggh
full,

the results of the design calculations, risk anglysvestigations, technical tests, etc. carrieg o

a declaration—statingtatement indicatingvhether or not the device incorporates, as an rakggart, a
substance, or human blood derivative, referrednt®eéction 7.4 of Annex |, and the data on the tests
conducted in this connection which are required $sess the safety, quality and usefulness of that
substance, or human blood derivative, taking accolithe intended purpose of the device,

a statement indicating whether or not the devierdaaufactured utilising tissues of animal origirreferred
to in Directive 2003/32/EC,

the solutions adopted as referred to in Annex |,p8#va, Section 2,

the pre-clinical evaluation,

the clinicaldataevaluationreferred to in Annex X,

the draft label and, where appropriate, instructfonsise.

The notified body must:

examine and assess the documentation and verifythbatype has been manufactured in conformity vt
documentation; it must also record the items degign conformity with the applicable provisions bétstandards
referred to in Article 5, as well as the items nosigeed on the basis of the relevant provisions haf t
abovementioned standards;

carry out or arrange for the appropriate inspestiand the tests necessary to verify whether theisotuadopted

by the manufacturer meet the essential requirentdritss Directive if the standards referred to irtiéle 5 have

not been applied; if the device is to be conneteother device(s) in order to operate as intengeahf must be
provided that it conforms to the essential requaeta when connected to any such device(s) having the
characteristics specified by the manufacturer;

carry out or arrange for the appropriate inspestiand the tests necessary to verify whether, ifbaufacturer
has chosen to apply the relevant standards, tlasedttually been applied;

agree with the applicant on the place where the sacgfspections and tests will be caried out.
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If the type conforms to the provisions of this Diree, the notified body issues the applicant withED type-
examination certificate. The certificate must camthe name and address of the manufacturer, thelusions of
the inspection, the conditions of validity and tteta needed for identification of the type approvite relevant
parts of the documentation must be annexed todt#icate and a copy kept by the notified body.

In the case of devices referred to in Annex |, ®&cil.4, first subparagraplsecond paragrapithe notified body
shall, as regards the aspects referred to in #witos, consult one of thesmpetent-bodieauthoritiesdesignated
by the Member States in accordance with Direddigé5/EEC2001/83/EC or the EMEAefore taking a decision.
The opinion of the competent national authorityle EMEA must be drawn up within 210 days after retceip
valid documentation. The scientific opinion of t@mpetent national authority or the EMEA must bduded in
the documentation concerning the devitke notified body will give due consideration e tviews expressed in
this consultation when making its decision. It wdhwey its final decision to the competent body @wned.

In the case of devices referred to in Annex |, ®&cti.4,second-subparagraghird paragraphthe scientific
opinion of the EMEA must be included in the docuraginh concerning the devic&he opinion of the EMEA
must be drawn up within 210 days after receipt ofidvalocumentation.The notified body will give due
consideration to the opinion of the EMEA when makitggdecision. The notified body may not deliver the
certificate if the EMEA's scientific opinion is unfaurable. It will convey its final decision to thé/IEA.

In the case of devices manufactured utilising #ssaf animal origin as referred to in Directive 2(23EC, the
notified body must follow the procedures referredhtthat Directive.

The applicant must inform the notified body whickued the EC typeexamination certificate of any ificant
change made to the approved product.

Changes to the approved product must receive fudpgroval from the notified body which issued the fgpe-
examination certificate wherever the changes magcaffonformity with the essential requirements ohwite
conditions prescribed for use of the product. Tiésv approval must, where appropriate, take the fofma o
supplement to the initial EC typeexamination cixdife.

Administrative provisions

N

7.2.

7.3.

Other notified bodies may obtain a copy of the Efetgxamination certificates and/or the suppleméreeeto.
The Annexes to the certificates must be made avaitabother notified bodies on reasoned applicatidter the
manufacturer has been informed.

The manufacturer or his authorised representativst ikeep with the technical documentation copieE@ftype-
examination certificates and their additions fopemiod ending at least five years after the lasicdgehas been
manufacturedin the case of implantable devices, the periodldiealat least 15 years after the last product has
been manufactured.
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5.2.

6.1.
6.2.

6.3.

ANNEX IV
EC VERIFICATION

EC verification is the procedure whereby the marnufac or his authorized representatistablished-in-the
Communityensures and declares that the products which hesme fubject to the procedure set out in Section 4
conform to the type described in the EC type-exatmom certificate and meet the requirements of Birective
which apply to them.

The manufacturer must take all the measures negassansure that the manufacturing process pradpoeducts
which conform to the type described in the EC typanreination certificate and to the requirements loé t
Directive which apply to them. Before the start ofnuiacture, the manufacturer must prepare docunagfitsing
the manufacturing process, in particular as regstelilization where necessary, together with alnbutine, pre-
established provisions to be implemented to ensareogeneous production and, where appropriate, ooitfo
of the products with the type described in the Egetgxamination certificate and with the requiremenitghis
Directive which apply to them. The manufacturer maféix the CE marking in accordance with Article 17dan
draw up a declaration of conformity.

In addition, for products placed on the marketterike condition, and only for those aspects of tfenufacturing
process designed to secure and maintain stethiégymanufacturer must apply the provisions of Anvg$ections
3 and 4.

The manufacturer must undertake to institute arepkep to date a systematic procedure to review resqee
gained from devices in the post-production phaseluding the provisions referred to in Annex &And to
implement appropriate means to apply any necessarsective action. This undertaking must include an
obligation for the manufacturer to notify the congre authorities of the following incidents immedigt on
learning of them:

0] any malfunction or deterioration in the charactesand/or performance of a device, as well as any
inadequacy in the labelling or the instructionsdee which might lead to or might have led to thatidef
a patient or user or to a serious deterioratidmsrstate of health;

(i) any technical or medical reason connected with treracteristics or performance of a device for the
reasons referred to in subparagraph (i) leadingy&iematic recall of devices of the same type ly th
manufacturer.

The notified body must carry out the appropriatameixnations and tests in order to verify the conityrof the

product with the requirements of the Directive eithgr examining and testing every product as spetifie
Section 5 or by examining and testing products statistical basis as specified in Section 6, asntanufacturer
decides.

The aforementioned checks do not apply to thosecspf the manufacturing process designed to sestarility.
Verification by examination and testing of every product

Every product is examined individually and the ayppiate tests defined in the relevant standardfgyred to in
Article 5 or equivalent tests must be carried oubider to verify, where appropriate, the confornufythe
products with the EC type described in the type-ération certificate and with the requirements of Bigective
which apply to them.

The notified body must affix, or have affixed itentification number to each approved product andtrdraw up
a written certificate of conformity relating to thests carried out.

Statistical verification

The manufacturer must present the manufacturediptedh the form of homogeneous batches.

A random sample is taken from each batch. The ptedubich make up the sample are examined indiviguall
and the appropriate tests defined in the relevertdard(s) referred to in Article 5 or equivalergtéemust be
carried out to verify, where appropriate, the comfity of the products with the type described in E@ type-
examination certificate and with the requirementsthaf Directive which apply to them in order to detieren
whether to accept or reject the batch.

Stat|st|cal control of products will be based omla[tttesand/or varlablesentalhnga—samphnq—sysféem—ensuﬂﬂq a

andl%sampllnq schemes Wlth operatlonal characterlstlcshrvbnsure a hlqh Ievel of safetv and performance
according to the state of the.afhe samplingnethedschemeswill be established by the harmonised standards
referred to in Article 5, taking account of the sfiemature of the product categories in question.
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6.4.

8.1.

8.2.

If the batch is accepted, the notified body affiredas affixed its identification number to eacbduct and draws
up a written certificate of conformity relating toet tests carried out. All products in the batch fayut on the
market except any in the sample which failed to conf

If a batch is rejected, the competent notified bodist take appropriate measures to prevent thé o being
placed on the market. In the event of frequentctigje of batches, the notified body may suspendsthéstical
verification.

The manufacturer may, on the responsibility of nlo¢ified body, affix the notified body's identifiban number
during the manufacturing process.

Administrative provisions

The manufacturer or his authorised representativst,nfior a period ending at least five yeamnsd in the case of
implantable devices at least 15 yeafter the last product has been manufacturederagkilable to the national
authorities:

- the declaration of conformity,

- the documentation referred to in Section 2,

- the certificates referred to in Sections 5.2 add 6.

- where appropriate, the type-examination certificaferred to in Annex Ill.

Application to devicesin Class|la

In line with Article 11 (2), this Annex may apply togalucts in Class lla, subject to the followiegemptations

in derogation from Sections 1 and 2, by virtue loé feclaration of conformity the manufacturer easuand
declares that the products in Class lla are matwrid in conformity with the technical documentatieferred to
in Section 3 of Annex VII and meet the requiremerithis Directive which apply to them;

in derogation from Sections 1, 2, 5 and 6, thefieations conducted by the notified body are ineshéb confirm
the conformity of the products in Class lla with teehnical documentation referred to in Sectiori Brmex VII.

Application to devicesreferred to in Article 1(4a)

In the case of section 5, upon completing the negtufe of each batch of devices referred to in krtig4a), and
in the case of verification under section 6, thenufacturer shall inform the notified body of théesse of this
batch of devices and send to it the official caxdife concerning the release of the batch of huohawd derivative
used in the device issued by a State laboratogylaboratory designated for that purpose by a Mensate in
accordance withirticle-4{3)of Directive 89/381/EE@rticle 114(2) of Directive 2001/83/EC
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3.2.

ANNEX V
EC TYPE-EXAMINATION

(Production quality assurance)

The manufacturer must ensure application of thditgusystem approved for the manufacture of thedpois
concerned and carry out the final inspection, ascifipd in Section 3, and is subject to the Comryuni
surveillance referred to in Section 4.

The EC declaration of conformity is the part of the progeglwhereby the manufacturer who fulfils the obligas
imposed by Section 1 ensures and declares thairdukicts concerned conform to the type describetiénEC
type-examination certificate and meet the provisiohthis Directive which apply to them.

The manufacturer must affix the CE marklng in adeoce W|th Artlcle 17 and draw up a written deciarabf
conformity. This declaration must covergiv
or more medical devices manufactured, Clearly ifiedt by means of product name, product code oeroth
unambiguous referencand must be kept by the manufacturer.

Quality system
The manufacturer must lodge an application forsssent of his quality system with a notified body.

The application must include:

- the name and address of the manufacturer,

all the relevant information on the product or prodcategory covered by the procedure,

- a written declaration that no application has beegéd with any other notified body for the same potsl,
- the documentation on the quality system,

- an undertaking to fulfil the obligations imposedthg quality system is approved,

- an undertaking to maintain the practicability afféaiveness of the approved quality system,

- where appropriate, the technical documentation @ tyfpes approved and a copy of the EC type-
examination certificates,

- an undertaking by the manufacturer to institute &adp up to date a systematic procedure to review
experience gained from devices in the post-prodocphase,ncluding the provisions referred to in
Annex X, and to implement appropriate means to apply angssgy corrective action. This undertaking
must include an obligation for the manufacturernatify the competent authorities of the following
incidents immediately on learning of them:

® any malfunction or deterioration in the characta$sand/or performance of a device, as well as any
inadequacy in the labelling or the instructions diese which might lead to or might have led to the
death of a patient or user or to a serious deti@r in his state of health;

(ii) any technical or medical reason connected with ltfaeacteristics or performance of a device for the
reasons referred to in subparagraph (i) aboveregaii a systematic recall of devices of the same
type by the manufacturer.

Application of the quality system must ensure thet products conform to the type described in thetyie-
examination certificate.

All the elements, requirements and provisions adbfitg the manufacturer for his quality system must b
documented in a systematic and orderly manner énfdlhm of written policy statements and procedufidss
quality system documentation must permit uniforrteiipretation of the quality policy and procedurestsas
quality programmes, plans, manuals and records.

It must include in particular an adequate desaipdf:

(@) the manufacturer's quality objectives;
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3.3.

3.4.

4.2.

4.3.

4.4,

(b) the organization of the business and in particular:

- the organizational structures, the responsibilitésthe managerial staff and their organizational
authority where manufacture of the products is covex

- the methods of monitoring the efficient operatidrttee quality system and in particular its ability
achieve the desired quality of product, includingtcol of products which fail to conform,

- where the manufacture and/or final inspection asting of the products, or elements thereof, are
carried out by a third party, the methods of maiiip the efficient operation of the quality system
and in particular the type and extent of contraileal to the third party;

(c) theinspection and quality assurance techniquésananufacturing stage and in particular:

- the processes and procedures which will be useticylarly as regards sterilization, purchasing and
the relevant documents,

- the product identification procedures drawn up aeptlup to date from drawings, specifications or
other relevant documents at every stage of manufgct

(d) the appropriate tests and trials to be carriedbefiore, during and after manufacture, the frequenmitly
which they will take place, and the test equipmemidust must be possible adequately to trace baek th
calibration of the test equipment.

The notified body must audit the quality systemd&germine whether it meets the requirements refewed
Section 3.2. It must presume that quality systemistwimplement the relevant harmonized standard$oconto
these requirements.

The assessment team must include at least one menmithepast experience of assessments of the teagyol
concerned. The assessment procedure must includespaction on the manufacturer's premises andajulg
substantiated cases, on the premises of the maardes suppliers to inspect the manufacturing sses.

The decision must be notified to the manufactufeerghe final inspection and contain the conclosiof the
inspection and a reasoned assessment.

The manufacturer must inform the notified body whagiproved the quality system of any plan for sufigth
changes to the quality system.

The notified body must assess the changes proostderify whether after these changes the qusyisyem still
meets the requirements referred to in Section 3.2.

After the abovementioned information has been receithe decision is notified to the manufacturemmlist
contain the conclusions of the inspection and saead assessment.

Surveillance

The aim of surveillance is to ensure that the maectufer duly fulfils the obligations imposed by thpproved
quality system.

The manufacturer authorizes the notified body toycaut all the necessary inspections and mustlgupwith all
relevant information, in particular:

- the documentation on the quality system,

- the technical documentation,

- the data stipulated in the part of the quality systelating to manufacture, such as inspectionrte@md
test data, calibration data, qualification repoftthe personnel concerned, etc.

The notified body must periodically carry out apmiate inspections and assessments to make surehtha
manufacturer applies the approved quality systednsaipply the manufacturer with an assessment report.

In addition, the notified body may pay unannouneeits to the manufacturer. At the time of such tgisthe
notified body may, where necessary, carry out orfaskests in order to check that the quality systs working
properly. It must provide the manufacturer with agpection report and, if a test has been carriédwith a test
report.
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6.1.

6.2.

6.3.

6.4.

Administrative provisions

The manufactureor his authorised representatinmist, for a period ending at least five years] in the case of
implantable devices at least 15 yeafter the last product has been manufactured, rme&iéable to the national
authorities:

- the declaration of conformity,

- the documentation referred to in the fourth inder$ection 3.1,

- the changes referred to in Section 3.4,

- the documentation referred to in the seventh indéBection 3.1,

- the decisions and reports from the notified bodgeéerred to in Sections 4.3 and 4.4,

- where appropriate, the type-examination certificaferred to in Annex Ill.

Application to devicesin Class|la

In line with Article 11(2), this Annex may apply togglucts in Class lla, subject to the following:

By way of-4rderogation from Sections 2, 3.1 and 3.2, by vidfithe declaration of conformity the manufacturer
ensures and declares that the products in Classarka manufactured in conformity with the technical
documentation referred to in Section 3 of Annex \Adaneet the requirements of this Directive which gpjpl
them.

For devices in Class lla the notified body shabBess, as part of the assessment in Section 3.3ec¢haical
documentation as described in Section 3 of Annexfdillat least one representative sample for eaclicele
subcategory for compliance with the provisions & firective.

In_choosing representative sample(s) the notifiedybshall take into account the novelty of the tedbgy,
similarities in design, technology, manufacturimgl sterilisation methods, the intended use andesalts of any
previous relevant assessments (e.qg. with regarchysigal, chemical or biological properties) thawvéeeen
carried out in_accordance with this Directive. Theifieml body shall document and keep available te th
competent authority its rationale for the samplédkgn.

Further samples shall be assessed by the notifidd &s part of the surveillance assessment reféoradSection
4.3.

Application to devicesreferred to in Article 1(4a)

Upon completing the manufacture of each batch ofcéevreferred to in Article 1(4a), the manufactusball
inform the notified body of the release of the badf devices and send to it the official certife@bncerning the
release of the batch of human blood derivative uretthe device issued by a State laboratory orbarktory

designated for that purpose by a Member State dordance withArticle-4{3)-of Directive-89/381/EE @rticle
114(2) of Directive 2001/83/EC
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ANNEX VI
EC DECLARATION OF CONFORMITY

(Product quality assurance)

The manufacturer must ensure application of théitgusystem approved for the final inspection aesting of the
product, as specified in Section 3 and must beestilp the surveillance referred to in Section 4.

In addition, for products placed on the markettarike condition, and only for those aspects of renufacturing
process designed to secure and maintain stethiégmanufacturer must apply the provisions of Anvig$ections
3 and 4.

The EC declaration of conformity is the part of the progeglwhereby the manufacturer who fulfils the obligas
imposed by Section 1 ensures and declares thairdukicts concerned conform to the type describetiénEC
type-examination certificate and meet the provisiohthis Directive which apply to them.

The manufacturer affixes the CE marklng in accocéathh Artlcle 17 and draws up a written declaratidn o

conformity. This declaration must covergiv :
or more medical devices manufactured, Clearly |¢ledt by means of product name, product code oeroth
unambiguous referengceand be kept by the manufacturer. The CE markingstnibe accompanied by the
identification number of the notified body which fiems the tasks referred to in this Annex.

Quality system
The manufacturer lodges an application for asseasisaidis quality system with a notified body.

The application must include:
- the name and address of the manufacturer,
- all the relevant information on the product or prodcategory covered by the procedure,

- a written declaration specifying that no applicatlas been lodged with any other notified body fa th
same products,

- the documentation on the quality system,
- an undertaking by the manufacturer to fulfil thdigdtions imposed by the quality system approved,

- an undertaking by the manufacturer to keep theaygpr quality system adequate and efficacious,

- where appropriate, the technical documentation @ tifpes approved and a copy of the EC type-

examination certificates,

- an undertaking by the manufacturer to institute &adp up to date a systematic procedure to review

experience gained from devices in the post-prodocphase,ncluding the provisions referred to in

Annex X, and to implement appropriate means to apply angssgy corrective action. This undertaking

must include an obligation for the manufacturernatify the competent authorities of the following
incidents immediately on learning of them:

)] any malfunction or deterioration in the charact@ssand/or performance of a device, as well as any
inadequacy in the labelling or the instructions diee which might lead to or might have led to the

death of a patient or user or to a serious deti@r in his state of health;

(ii) any technical or medical reason connected with tiaeacteristics or the performance of a device for
the reasons referred to in subparagraph (i) leatdiregsystematic recall of devices of the same type

by the manufacturer.
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3.2.

3.3.

3.4.

4.2.

4.3.

4.4,

Under the quality system, each product or a reptaea sample of each batch is examined and theopppte
tests defined in the relevant standard(s) refeiwed Article 5 or equivalent tests are carried muénsure that the
products conform to the type described in the E&#yxamination certificate and fulfil the provisgoof this
Directive which apply to them. All the elements, regments and provisionsadopted by the manufactuust be
documented in a systematic and orderly mannerdridim of written measures, procedures and instmstiThis
quality system documentation must permit uniforterpretation of the quality programmes, qualitynslaquality
manuals and quality records.

It must include in particular an adequate desaipdf:

- the quality objectives and the organizational stres responsibilities and powers of the managestifif
with regard to product quality,

- the examinations and tests that will be carriedadtgr manufacture; it must be possible to tracek lthe
calibration of the test equipment adequately,

- the methods of monitoring the efficient operatidithe quality system,

- the quality records, such as reports concerningectsons, tests, calibration and the qualificatiofthe
staff concerned, etc.,

- where the final inspection and testing of the prasluor elements thereof, are carried out by a thady,
the methods of monitoring the efficient operatidrih@ quality system and in particular the type amtent
of control applied to the third party.

The aforementioned checks do not apply to thosecaspf the manufacturing process designed to sestarility.

The notified body audits the quality system to datee whether it meets the requirements referreid &ection
3.2. It must presume that quality systems which @mgnt the relevant harmonized standards conforthese
requirements.

The assessment team must include at least one menmithepast experience of assessments of the teagyol
concerned. The assessment procedure must includespaction on the manufacturer's premises andiuig
substantiated cases, on the premises of the manrtees suppliers to inspect the manufacturing gsees.

The decision must be notified to the manufactutenust contain the conclusions of the inspectind a reasoned
assessment.

The manufacturer must inform the notified body whagproved the quality system of any plan for sufigh
changes to the quality system. The notified bodgtagsess the changes proposed and verify whetketlase
changes the quality system will still meet the regmients referred to in Section 3.2.

After receiving the abovementioned information itshnotify the manufacturer of its decision. Thigid®n must
contain the conclusions of the inspection and aaeed assessment.

Surveillance

The aim of surveillance is to ensure that the maetufer duly fulfils the obligations imposed by thpproved
quality system.

The manufacturer must allow the notified body acéesgspection purposes to the inspection, testing storage
locations and supply it with all relevant informatjon particular:

- the documentation on the quality system,
- the technical documentation,

- the quality records, such as inspection reportd, data, calibration data, qualification reportstied staff
concerned, etc.

The notified body must periodically carry out apmiate inspections and assessments to make surehtha
manufacturer applies the quality system and mysplguhe manufacturer with an assessment report.

In addition, the notified body may pay unannouneits to the manufacturer. At the time of such teisthe
notified body may, where necessary, carry out orfaskests in order to check that the quality systs working
properly and that the production conforms to thguiements of the Directive which apply to it. Tostlend, an
adequate sample of the final products, taken entsitthe notified body, must be examined and thErapiate
tests defined in the relevant standard(s) refeiwad Article 5 or equivalent tests must be carmed. Where one
or more of the samples fails to conform, the netifbody must take the appropriate measures.

It must provide the manufacturer with an inspectigport and, if a test has been carried out, wigsareport.
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6.1.

6.2.

6.3.

6.4.

Administrative provisions

The manufactureor his authorised representatinmist, for a period ending at least five years] in the case of
implantable devices at least 15 yeafter the last product has been manufactured, rme&iéable to the national
authorities:

- the declaration of conformity,
- the documentation referred to in the seventh indéBection 3.1,
- the changes referred to in Section 3.4,

- the decisions and reports from the notified bodyederred to in the final indent of Section 3.4 and
Sections 4.3 and 4.4,

- where appropriate, the certificate of conformityereéd to in Annex lIl.
Application to devicesin Class|la
In line with Article 11(2), this Annex may apply togatucts in Class lla, subject ti@is-deregatiorihe following

By way of-4rderogation from Sections 2, 3.1 and 3.2, by vidfithe declaration of conformity the manufacturer
ensures and declares that the products in Classarka manufactured in conformity with the technical
documentation referred to in Section 3 of Annex \Atdaneet the requirements of this Directive which gpjpl
them.

For devices in Class lla the notified body shabBess, as part of the assessment in Section 3.3ec¢haical
documentation as described in Section 3 of Annexfdillat least one representative sample for eaclicele
subcategory for compliance with the provisions & firective.

In_choosing representative sample(s) the notifiedybshall take into account the novelty of the tedbgy,
similarities in design, technology, manufacturimgl sterilisation methods, the intended use andesalts of any
previous relevant assessments (e.qg. with regarchysigal, chemical or biological properties) thaivéeeen
carried out in_accordance with this Directive. Theifieml body shall document and keep available te th
competent authority its rationale for the samplédkgn.

Further samples shall be assessed by the notifidd &s part of the surveillance assessment reféoradSection
4.3.
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ANNEX VI
EC DECLARATION OF CONFORMITY

1. The EC declaration of conformity is the procedurereby the manufacturer or his authorised represeataho
fulfils the obligations imposed by Section 2 amdthie case of products placed on the market ierdestondition
and devices with a measuring function, the obligetimmposed by Section 5 ensures and declareshéharoducts
concerned meet the provisions of this Directive wlapply to them.

2. The manufacturer must prepare the technical doctatien described in Section 3. The manufacturehier
authorised representatiestablished-in-the-Communitgust make this documentation, including the detian
of conformity, available to the national authostifor inspection purposes for a period ending astiéive years
after the last product has been manufacturethe case of implantable devices the period dieatit least 15 years
after the last product has been manufactured.

3. The technical documentation must allow assessnfahteaconformity of the product with the requiren®of the
Directive. It must include in particular:

- a general description of the product, including easiants plannednd its intended use(s)

- design drawings, methods of manufacture envisageédieEgrams of components, sub-assemblies, circuits,
etc.,

- the descriptions and explanations necessary torsiaahel the abovementioned drawings and diagrams and
the operations of the product,

- the results of the risk analysis and a list ofgt@ndards referred to in Article 5, applied in fullin part, and
descriptions of the solutions adopted to meet #semtial requirements of the Directive if the stadda
referred to in Article 5 have not been applied ith fu

- in the case of products placed on the market iterdes condition, description of the methods used the
validation report

- the results of the design calculations and of tispéctions carried out, etc.; if the device ise¢acbnnected
to other device(s) in order to operate as intengealf must be provided that it conforms to theeasial
requirements when connected to any such devicey@dthe characteristics specified by the manufactu

- the solutions adopted as referred to in Annex |,pg8vd, Section 2,

- the pre-clinical evaluation,

- the testreportsand-where-appropriate<clinicatdthe clinical evaluatioin accordance with Annex X,

- the label and instructions for use.

4, The manufacturer shall institute and keep up t@ dasystematic procedure to review experience gdimea
devices in the post-production phagecluding the provisions referred to in Annex dnd to implement
appropriate means to apply any necessary correatitiens, taking account of the nature and riskeelation to
the product. He shall notify the competent authesitf the following incidents immediately on leagof them:

() any malfunction or deterioration in the charactassand/or performance of a device, as well as any
inadequacy in the labelling or the instructionsdee which might lead to or might have led to thatdef
a patient or user or to a serious deterioratidmsrstate of health;

(i)  any technical or medical reason connected with taeacteristics on the performance of a deviceter t
reasons referred to in subparagraph (i) leadingysiematic recall of devices of the same type lgy th
manufacturer.

5. With products placed on the market in sterile ctodi and Class | devices with a measuring functitve,
manufacturer must observe not only the provisiaits down in this Annex but also one of the procedveésrred
to in Annexll, 1V, V or VI. Application of the abovementioned Annexand the intervention by the notified body
is limited to:

- in the case of products placed on the market iflestgondition, only the aspects of manufacturecesned
with securing and maintaining sterile conditions,

- in the case of devices with a measuring functiory dine aspects of manufacture concerned with the
conformity of the products with the metrological uggements.

Section 6.1. of this Annex is applicable.
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6.1.

Application to devicesin Class|la

In line with Article 11 (2), this Annex may apply tooalucts in Class lla, subject to the following dextgn:

where this Annex is applied in conjunction with theqadure referred to in Annex IV, V or VI, the declamatof
conformity referred to in the abovementioned Anndresis a single declaration. As regards the dedtardtased

on this Annex, the manufacturer must ensure andadecthat the product design meets the provisionthisf
Directive which apply to it.
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ANNEX VIII
STATEMENT CONCERNING DEVICES FOR SPECIAL PURPOSES

1. For custom-made devices or for devices intendectlioical investigations the manufacturer or highauized
representativestablished-in-the-Communitpust draw up the statement containing the infaonastipulated in
Section 2.

The statement must contain the following information

2.1. for custom-made devices:

- the name and address of the manufacturer,

- data allowing identification of the device in questi

- a statement that the device is intended for exatugse by a particular patient, together with thmeaf the
patient,

- the name of the medical practitioner or other atiked person who made out the prescription and, where
applicable, the name of the clinic concerned,

idhe specific

@

characteristics of the product as indicated bypitescription,

- a statement that the device in question conforntee@ssential requirements set out in Annex | amare
applicable, indicating which essential requiremératge not been fully met, together with the grounds;

2.2. for devices intended for the clinical investigasarovered by Annex X:

- data allowing identification of the device in questi

- the investigator's brochure,

- the confirmation of insurance of subjects,

- the documents used to obtain informed consent,

- a statement indicating whether or not the deviceriparates, as an integral part, a substance or muma
blood derivative referred to in Section 7.4 of Anhex

- a statement indicating whether or not the devieraaufactured utilising tissues of animal originreferred
to in Directive 2003/32/EC,

- the opinion of the ethics committee concerned atéils of the aspects covered by its opinion,

- the name of the medical practitioner or other atitzled person and of the institution responsible tfa
investigations,

- the place, starting date and scheduled duratiothébinvestigations,

- a statement that the device in question confornise¢@ssential requirements apart from the aspewstyed
by the investigations and that, with regard to thesgects, every precaution has been taken to pibec
health and safety of the patient.

The manufacturer must also undertake to keep &laifar the competent national authorities:

3.1. For custom-made devices, documentatiadicating manufacturing site(s) amdlowing an understanding of the
design, manufacture and performances of the prpdocluding the expected performances, so as towall
assessment of conformity with the requirements isfilirective.

The manufacturer must take all the measures nagessansure that the manufacturing process pradpoeducts
which are manufactured in accordance with the doctatien mentioned in the first paragraph;
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3.2.

For devices intended for clinical investigatioriee locumentation must contain:

- a general description of the prodactd its intended use

- design drawings, methods of manufacture envisagepaiticular as regards sterilisation, and diagrafins
components, sub-assemblies, circuits, etc.,

- the descriptions and explanations necessary torstashel the abovementioned drawings and diagrams and

the operation of the product,

- the results of the risk analysis and a list ofgtendards referred to in Article 5, applied in fadlin part, and
descriptions of the solutions adopted to meet #sem®tial requirements of this Directive if the staod
referred to in Article 5 have not been applied,

- if the device incorporates, as an integral pasulastance or human blood derivative referred tBedntion
7.4 of Annex |, the data on the tests conductedhith donnection which are required to assess théysafe
quality and usefulness of that substance or hunwodlderivative, taking account of the intendedpmse
of the device,

- if the device is manufactured utilising tissuesanfmal origin as referred to in Directive 2003/32/Eke
risk management measures in this connection whied haen applied to reduce the risk of infection,

- the results of the design calculations, and ofribpections and technical tests carried out, etc.

The manufacturer must take all the measures negeassansure that the manufacturing process pradpoeducts
which are manufactured in accordance with the doctatien referred to in the first paragraph of thecon.

The manufacturer must authorise the assessmesmidiirwhere necessary, of the effectiveness otthesasures.

The information contained in the declarations coneé by this Annex shall be kept for a period ofetiof at least
five years.In the case of implantable devices the period dielit least 15 years.

For custom-made devices, the manufacturer mustrtakdeto review and document experience gainedamist-
production phase, including the provisions refet@ih Annex X, and to implement appropriate meanagply
any necessary corrective action. This undertakimngtnmclude an obligation for the manufacturer tdifg the
competent authorities of the following incidents igdrately on learning of them and the relevant adive
actions:

@) any malfunction or deterioration in the charactassand/or performance of a device, as well as any

inadequacy in the labelling or the instructionsdee which might lead to or might have led to thatlblef
a patient or user or to a serious deterioratidmsrstate of health;

(i) any technical or medical reason connected with tieracteristics or performance of a device for the
reasons referred to in subparagraph (i) leadingystematic recall of devices of the same type ley th

manufacturer.
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ANNEX IX
CLASSIFICATION CRITERIA

I. DEFINITIONS
1. Definitionsfor the classification rules
1.1. Duration
Transient
Normally intended for continuous use for less thamrnutes.
Short term
Normally intended for continuous use for not mom@nti30 days.
Long term
Normally intended for continuous use for more th@rdays.
1.2. Invasive devices
Invasive device

A device which, in whole or in part, penetrates ingitebody, either through a body orifice or throtigh surface
of the body.

Body orifice

Any natural opening in the body, as well as the erlesurface of the eyeball, or any permanent eidifopening,
such as a stoma.

Surgically invasive device

An invasive device which penetrates inside the bbdyugh the surface of the body, with the aid ohim ¢ontext
of a surgical operation.

For the purposes of this Directive devices othen ttieose referred to in the previous subparagraghverich
produce penetration other than through an estaaliblody orifice, shall be treated as surgicallyasive devices.

Implantable device
Any device which is intended:
— to be totally introduced into the human body or,

— to replace an epithelial surface or the surféddh® eye, by surgical intervention which is intedde remain in
place after the procedure.

Any device intended to be partially introduced ittte human body through surgical intervention aridrided to
remain in place after the procedure for at leadd@®@ is also considered an implantable device.

1.3. Reusable surgical instrument

Instrument intended for surgical use by cuttingllidg, sawing, scratching, scraping, clamping, aeting,
clipping or similar procedures, without connectienany active medical device and which can be readeu
appropriate procedures have been carried out.

1.4. Active medical device

Any medical device operation of which depends onuasicgoof electrical energy or any source of poweenthan
that directly generated by the human body or gyaaitd which acts by converting this energy. Medamlices
intended to transmit energy, substances or ottemesits between an active medical device and themnpati
without any significant change, are not consideoeblet active medical deviceStand alone software is considered
to be an active medical device.

1.5. Active therapeutical device

Any active medical device, whether used alone oomhination with other medical devices, to suppordify,
replace or restore biological functions or struetuwith a view to treatment or alleviation of anels, injury or
handicap.



Unofficial consolidation by CEpartner4U 1993L0042 — EN — 11.10.2007 — MDD - 44

1.6.

1.7.

1.8.

Active device for diagnosis

Any active medical device, whether used alone or amhination with other medical devices, to supply
information for detecting, diagnosing, monitoringteeating physiological conditions, states of teallnesses or
congenital deformities.

Central circulatory system
For the purposes of this Directive, ‘central cir¢afst system’ means the following vessels:

arteriae pulmonales, aorta ascendeas;us aorta, aorta descendens to the bifurcatic@earteriae coronariae,
arteria carotis communis, arteria carotis externa,teaia carotis interna, arteriae cerebrales, truncus
brachiocephalicus, venae cordis, venae pulmonaksa cava superior, vena cava inferior.

Central nervous system

For the purposes of this Directive, ‘central nerveystem’ means brain, meninges and spinal cord.

II. IMPLEMENTING RULES

2.

2.1.
2.2.

2.3.

2.4.

2.5.

2.6.

Implementing rules
Application of the classification rules shall be gawed by the intended purpose of the devices.

If the device is intended to be used in combinatigth another device, the classification rules stzgdply
separately to each of the devices. Accessorieslassiftied in their own right separately from thevide with
which they are used.

Software, which drives a device or influences theaisedevice, falls automatically in the same class

If the device is not intended to be used solelgrarcipally in a specific part of the body, it must considered and
classified on the basis of the most critical spedifise.

If several rules apply to the same device, basethemperformance specified for the device by theufecturer,
the strictest rules resulting in the higher clasatfon shall apply.

In calculating the duration referred to in Sectlof of Chapter |, continuous use means ‘an unimpéed actual
use of the device for the intended purpose’. Howevleere usage of a device is discontinued in ordeitHer
device to be replaced immediately by the same ddemtical device this shall be considered an esitenof the
continuous use of the device.

Ill. CLASSIFICATION

1.

1.1.

1.2.

1.3.

Non-invasive devices

Rule 1

All non-invasive devices are in Class |, unless afiihe rules set out hereinafter applies.
Rule 2

All non-invasive devices intended for channellingstring blood, body liquids or tissues, liquidsgases for the
purpose of eventual infusion, administration oradtiction into the body are in Class lla:

- if they may be connected to an active medical @ewicClass lla or a higher class,

- if they are intended for use for storing or chalinglblood or other body liquids or for storing arts, parts
of organs or body tissues, in all other cases #ineyn Class I.

Rule 3

All non-invasive devices intended for modifying th@logical or chemical composition of blood, otHewdy
liquids or other liquids intended for infusion inthe body are in Class lib, unless the treatmemisists of
filtration, centrifugation or exchanges of gas,theawhich case they are in Class lla.
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1.4.

2.2.

2.3.

Rule 4

All non-invasive devices which come into contact viijured skin:

are in Class | if they are intended to be used amehanical barrier, for compression or for absonpof
exudates,

are in Class llb if they are intended to be useédcjpally with wounds which have breached the deramd
can only heal by secondary intent,

are in Class lla in all other cases, including desiprincipally intended to manage the micro-emvirtent
of a wound.

I nvasive devices
Rule 5

All invasive devices with respect to body orificesher than surgically invasive devices and which aoé
intended for connection to an active medical devicevhich are intended for connection to an activelicad
device in Class:|

are in Class | if they are intended for transies#,u

are in Class lla if they are intended for shortaerse, except if they are used in the oral cawstjaa as the
pharynx, in an ear canal up to the ear drum ornasal cavity, in which case they are in Class |,

are in Class lIb if they are intended for long-tarse, except if they are used in the oral cavitfaass the
pharynx, in an ear canal up to the ear drum or irasal cavity and are not liable to be absorbethby
mucous membrane, in which case they are in Class lla

All invasive devices with respect to body orificether than surgically invasive devices, intendedc@nnection
to an active medical device in Class lla or a higliass, are in Class lla.

Rule 6

All surgically invasive devices intended for tramgiase are in Class lla unless they are:

intended specifically to control, diagnose, monitar correct a defect of the heart or of the central
circulatory system through direct contact with thpags of the body, in which case they are in Clss

reusable surgical instruments, in which case theyra€lass |,

intended specifically for use in direct contact wikie central nervous system, in which case theyirare

Class il

intended to supply energy in the form of ionisiagdiation in which case they are in Class lib,
intended to have a biological effect or to be wholl mainly absorbed in which case they are in Clidss

intended to administer medicines by means of avesli system, if this is done in a manner that is
potentially hazardous taking account of the modappfication, in which case they are in Class IIb.

Rule 7

All surgically invasive devices intended for shatrh use are in Class lla unless they are intended:

either specifically taontrol, diagnose, monitor or correct a defect of the heawf the central circulatory
system through direct contact with these parthefody, in which case they are in Class llI,

or specifically for use in direct contact with trenéral nervous system, in which case they are is<dl§
or to supply energy in the form of ionizing radoatiin which case they are in Class llb,
or to have a biological effect or to be wholly orintg absorbed in which case they are in Class I,

or to undergo chemical change in the body, exdetttei devices are placed in the teeth, or to adsténi
medicines, in which case they are in Class llb.
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2.4.

3.2.

3.3.

4.2.

Rule 8
All implantable devices and long-term surgicallyaswe devices are in Class Ilb unless they aredwe:
- to be placed in the teeth, in which case they a@ass lla,

- to be used in direct contact with the heart, theraéwirculatory system or the central nervous esystin
which case they are in Class I,

- to have a biological effect or to be wholly or mginbsorbed, in which case they are in Class lll,

- or to undergo chemical change in the body, exdetttei devices are placed in the teeth, or to adsténi
medicines, in which case they are in Class lll.

Additional rules applicable to active devices
Rule 9

All active therapeutic devices intended to admimiste exchange energy are in Class lla unless their
characteristics are such that they may administexxohange energy to or from the human body intergilly
hazardous way, taking account of the nature, theitjeand site of application of the energy, in whaase they
are in Class IIb.

All active devices intended to control or monitoe therformance of active therapeutic devices in lis or
intended directly to influence the performancewaftsdevices are in Class llb.

Rule 10

Active devices intended for diagnosis are in Cléss |

- if they are intended to supply energy which will lls@rbed by the human body, except for devices tsed
illuminate the patient's body, in the visible spewot,

- if they are intended to image in vivo distributiohradiopharmaceuticals,

- if they are intended to allow direct diagnosis omitaring of vital physiological processes, unlgssytare
specifically intended for monitoring of vital phgébgical parameters, where the nature of variatisrssich
that it could result in immediate danger to theigudt for instance variations in cardiac performgnc
respiration, activity of CNS in which case they aré€iass Ilb.

Active devices intended to emit ionizing radiationdaintended for diagnostic and therapeutic intetioeal
radiology including devices which control or monigarch devices, or which directly influence theirfpemance,
are in Class Ilb.

Rule 11

All active devices intended to administer and/orseenmedicines, body liquids or other substances foom the
body are in Class lla, unless this is done in amaan

- that is potentially hazardous, taking account efrilature of the substances involved, of the patebody
concerned and of the mode of application in whicdedhey are in Class lIb.

Rule 12

All other active devices are in Class .
Special Rules

Rule 13

All devices incorporating, as an integral part, &stance which, if used separately, can be considerdd a
medicinal product, as defined in Article 1 of Direetie5/65/EEC2001/83/EC and which is liable to act on the
human body with action ancillary to that of the @eg, are in Class III.

All devices incorporating, as an integral part, anaa blood derivative are in Class lIl.
Rule 14

All devices used for contraception or the preventibrihe transmission of sexually transmitted dissaare in
Class Ilb, unless they are implantable or long tewasive devices, in which case they are in ClHss |
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4.3.

4.4,

4.5.

Rule 15

All devices intended specifically to be used forimfiscting, cleaning, rinsing or, when appropriatgdiating
contact lenses are in Class llb.

All devices intended specifically to be used forimfscting medical devices are in Class Ilinless they are
specifically to be used for disinfecting invasivevites in which case they are in Class llb.

This rule does not apply to products that are ieehnto clean medical devices other than contaseleby means
of physical action.

Rule 16
Nen-activeDevices specifically intended for recording of Xtidiagnostic images are in Class lla.
Rule 17

All devices manufactured utilizing animal tissuesderivatives rendered non-viable are Class Ill pkaehere
such devices are intended to come into contactintittt skin only.

Rule 18

By derogation from other rules, blood bags arelas€lIb.
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1.1.1.

1.1.2.

1.1.3.

1.1a

ANNEX X
CLINICAL EVALUATION

General provisions

As a general rule, confirmation of conformity withethrequirements concerning the characteristics and
performances referred to in Sections 1 and 3 of Arnender the normal conditions of use of the deyiand the
evaluation of the side-effectsnd of the acceptability of the benefit/risk ratéerred to in Section 6 of Annex |,

must be based on cllnlcal dameatneutapm—the—ease—emetantable—deﬁee&dedtee&WFGmssAJIM

eFrThe evaluat|on of thls data heremafter refer[edst ‘clinical evaluat|0n Where appropnate takam:ount of

any relevant harmonised standards, must follow meéfand methodolocucally sound procedure based on
Either aeemp#atlen cr|t|cal evaluat|onof the reIevant SC|ent|f|c I|terature currentlyaaiable en—the—mteneled

evatuatten—ef—thts—eemp#&;erelatmq to the safety, performance deS|qn charmtcs and |ntended purpose of
the device, where:

- there is demonstration of equivalence of the detddbe device to which the data relates, and

- the data adequately demonstrate compliance witheteant essential requirements.

Or a critical evaluation othe results of all clinical investigations madecluding-these-carried-eutin-conformity
with-Section-2

Or a critical evaluation of the combined clinicatalarovided in 1.1.1 and 1.1.2.

In the case of implantable devices and devit&lass Il clinical investigations shall be pmrhed unless it is

1.1b

duly justified to rely on existing clinical data.

The clinical evaluation and its outcome shalldocumented. This documentation shall be incluetior fully

1.1c

referenced in the technical documentation of thecge

The clinical evaluation and its documentatiounst be actively updated with data obtained frompbst-market

1.1d

surveillance. Where post-market clinical follow-ap part of the post-market surveillance plan fer dievice is
not deemed necessary, this must be duly justifireddmcumented.

Where demonstration of conformity with esséméguirements based on clinical data is not deeapgutopriate,

1.2.

2.1.

2.2

2.3.

2.3.1.

adequate justification for any such exclusion hasbé given based on risk management output andrunde
consideration of the specifics of the device/bauteriaction, the clinical performances intended tnedclaims of

the manufacturer. Adequacy of demonstration of conify with the essential requirements by performance
evaluation, bench testing and pre-clinical evabhratilone has to be duly substantiated.

All the data must remain confidential, in accordawith the provisions of Article 20.
Clinical investigations
Obijectives

The objectives of clinical investigation are:

- to verify that, under normal conditions of use, peeformance of the devices conform to those retktto in
Section 3 of Annex |, and

- to determine any undesirable side-effects, undemab conditions of use, and assess whether they
constitute risks when weighed against the intendefdimeance of the device.

Ethical considerations

Clinical investigations must be carried out in ademce with the Helsinki Declaration adopted by thia 48orld
Medical Assembly in Helsinki, Finland, in 1964, astlamended by the World Medical Assembly. It is nzod/
that all measures relating to the protection of amnsubjects are carried out in the spirit of theskiél
Declaration. This includes every step in the clihizevestigation from first consideration of the deand
justification of the study to publication of thestdts.

Methods

Clinical investigations must be performed on theibaf an appropriate plan of investigation reflegthe latest
scientific and technical knowledge and defined ichsa way as to confirm or refute the manufactudaisns for
the device; these investigations must include amgaate number of observations to guarantee thetsite
validity of the conclusions.
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2.3.2.
2.3.3.
2.3.4.

2.3.5.

2.3.6.

2.3.7.

The procedures used to perform the investigatiomst lme appropriate to the device under examination.
Clinical investigations must be performed in cir@tamces similar to the normal conditions of usthefdevice.

All the appropriate features, including those inwtodvthe safety and performances of the device,isneffect on
patients must be examined.

All-adverse-incidents-such-as-those-specified-inclerttO All serious adverse eventsust be fully recorded and
immediately notified to the—competentauthity all competent authorities of the Member States irclvtihe
clinical investigation is being performed

The investigations must be performed under theomsipility of a medical practitioner or another lartized
qualified person in an appropriate environment.

The medical practitioner or other authorized pemsast have access to the technical and clinica dedarding
the device.

The written report, signed by the medical praatiéipo or other authorized person responsible, mustago a
critical evaluation of all the data collected dgrihe clinical investigation.
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ANNEX XI
CRITERIA TOBE MET FOR THE DESIGNATION OF NOTIFIED BODIES

1. The notified body, its Director and the assessmadt\erification staff shall not be the designer,nofacturer,
supplier, installer or user of the devices whichytiespect, nor the authorized representative of ainthese
persons. They may not be directly involved in tlesign, construction, marketing or maintenance efdévices,
nor represent the parties engaged in these aefiviihis in no way precludes the possibility of exdes of
technical information between the manufacturer &edoody.

2. The notified body and its staff must carry out #ssessment and verification operations with thedsigtiegree of
professional integrity and the requisite competeimcéne field of medical devices and must be fresrf all
pressures and inducements, particularly financiddich might influence their judgment or the resuifsthe
inspection, especially from persons or groups o$@es with an interest in the results of the veatfians.

Should the notified body subcontract specific tasisnected with the establishment and verificatibthe facts,
it must first ensure that the subcontractor medetsprovisions of the Directive and, in particulafr tiis Annex.
The notified body shall keep at the disposal of tiagional authorities the relevant documents aswpdbe
subcontractor's qualifications and the work cardatlby the subcontractor under this Directive.

3. The notified body must be able to carry out all tdeks assigned to such bodies by one of Annexesvll and for
which it has been notified, whether these tasks arded out by the body itself or on its respongilin
particular, it must have the necessary staff arebgss the facilities needed to perform properlyté¢obnical and
administrative tasks entailed in assessment andication. This presupposes the availability of fmiént
scientific staff within the organisation who possesgperience and knowledge sufficient to assess ttdicale
functionality and performance of devices for whitlhas been notified, having regard to the requiregmef this
Directive and, in particular, those set out in Anthelt must also have access to the equipment sacgsor the
verifications required.

4, The notified body must have:

- sound vocational training covering all the assessraed verification operations for which the bodys ha
been designated,

- satisfactory knowledge of the rules on the inspestiwhich they carry out and adequate experiencaabf s
inspections,

- the ability required to draw up the certificates;arels and reports to demonstrate that the inspectiave
been carried out.

5. The impartiality of the notified body must be guaeed. Their remuneration must not depend on tinebeu of
inspections carried out, nor on the results ofitispections.

6. The body must take out civil liability insuranceyless liability is assumed by the State under déimésyislation
or the Member State itself carries out the inspastidirectly.

7. The staff of the notified body are bound to obsgmafessional secrecy with regard to all informatgained in
the course of their duties (except vis-a-vis thengetent administrative authorities of the Statevhich their
activities are carried out) pursuant to this Dinetdr any provision of national law putting it irgffect.
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ANNEX XI1
CE MARKING OF CONFORMITY

The CE conformity marking shall consist of theiali ‘CE’ taking the following form:

a 10 z0 =0 Lo

10

=4

- If the marking is reduced or enlarged the propodigiven in the above graduated drawing must be
respected.

- The various components of the CE marking must sabstantially the same vertical dimension, which may
not be less than 5 mm.

This minimum dimension may be waived for small-scieices.



