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Active implantahle electremedical equipment (ATEME)

General

Scope

This proposal for a Directive has been produced pursuant to the
Council Resolution of 7 May 1985 on a new approach to technical
harmonization and standards(l). It forms part of the programme of °
work laid down in the White Paper on the campletion of the internal
market by the end of 1992.

It applies to the safety of active implantable electramedical
equipment, hereinafter referred to as “implants", i.e. electromedical
equipment for therapeutic or diagnostic purposes permanently implanted
in the human body by means of a surgical operation and using an
electrical energy source consisting of a battery which is also
implanted or located ocutside the body. The cardiac stimulator is the
best known example of this kind of equipment, which consists of the
following major subdivisions :

- a) cardiac stimulation :
— simple impulse generators

- complex impulse generators
- antitachycardiac devices

b) defibrillation -

¢) the implantable artificial heart

(1) OJ C 138, 4.6.1985, p. 1.



d) Dbiostimdlation :
- of the nervous system
- of the vascular system
- of the ear
- " of the diaphragm
- of the bladder
- of the skeletal system
- of the peripheral muscles
- other forms

e) input of an active substance
- with or without a closed loop
~  sensors

f) active implantable organs

g) others, in particular :
- implantable monitoring devices.

In view in particular of the energy source which they use, implants
are a special category of electromedical equipment justifying the
preparation of a specific Directive to harmonize the nmational
regulations on their safety and mamifacture. The Directive therefore
serves two purposes : the introduction of Community legislation on
patient safety and the removal of the barriers to trade arising from
the differences between the national regulations.

Justification for harmonization

Before starting work on the preparation of the proposal, the
Commission comducted a detailed survey to examine the national
regulations in the field of electromedical equipment in general and
implants in particular.
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The firdings of the survey confirmed that there are major differences
between the Member States, not only as regards the technical
specifications on the design of electramedical equipment, but also as
regards the administrative procedures for the examinations, tests,
inspections and authorizations required for the marketing, use and
implantation of implants. - . '

One of the features of this sector ard a justification for harmonizing
the national regulations concerned is the degree of risk posed by
implants and the different approaches adopted by the Member States as
regards the means of protection of patients against such potential
risks.

The natiopal regulations on :mela.nts often, for traditional reasons,
form part of the more general provisions applicable to medical

- equipment and pharmaceutical products and do not always take full

account of an important feature in the field of implants, i.e. the
fast rate of innovation resulting from medical research. : '

Broadly speaking, there are two different :approacheé in the Community
as regards the various means of ensuring patient safety. On the one
hand, there are systems in which major importance is attached to
inspection of equipment before it is placed on the market by means of
type approval and/or certification procedures and, on the other hard,
there is the approach which on the whole consists of verifying that
firms are able to guarantee a constant level of product safety, this
mainly taking the form of "good-manufacturing practice" (@) or other
quality assurance systems.

These differences in approach are due to different concepts of safety
and for this reason it is inevitable that recourse to Article 10CA of
the EEC Treaty will have to be made to abolish the technical barriers
to trade which will inevitably arise in view of the nature of the
products concerned.



In conformity with Article 100A, paragraph 3. this proposal contains
the necessary provisions in order to guarantee a high level of
protection to the patients and other concerned categories.

The role and importance of national standards is clearly inversely
proportional to that of intervention in the form of regulations.
European standards are more or less non-existent.

It is clearly very difficult to assess the direct economic impact of
such barriers ard to calculate the cost. Economic analysis would make
it possible to evaluate the additional costs which exporting companies
would incur as a result of "non-harmonization”, but would not
necessarily shed light on any other adverse consequences.

However, the development of the internal market cannot be seen solely
in macroeconomic terms of overall growth as a function of turnover in
the sector alone. It must also be seen from the two angles of
technolegical dynamism and the improvement of living conditions in the
. Community. The economic and social aspects are therefore closely
interlinked and must be taken into consideration within the framework
of an integrated approach. ‘

It is thus particularly important that harmonization in the field of
implants should proceed in a manner which 'expedites marketing as far
as possible while offering the patient the maxdmum guarantee in terms
of safety. In this way, the rapid distribution of high-technology
products will benefit both industry, in which the rate of innovation
will thus be increased, and the patient, who will benefit from an
improvement in his health and a prolonged active life without having
to wait for the most advanced equipment.



4.1.

From the beginning of the preparatory work, the Commission’s concern
has been to involve all the parties concerned, that is to say
government representatives, mamufacturers, doctors specialized in
implantation techniques arnd representatives of the European standards
bodies CEN and CENELEC. ‘

The main objective of the consultation procedure has been to try to
find the best possible solutions and to keep, as far as possible, to
the spirit and the letter of the Council Resolution of 7 May 1985,
while taking account of the specific requirements of a relatively
narrow and specific field of application and of the complexity of the

- various safety aspects.

Harmonization in the field of electromedical equipment began with
the adoption of Council Directive 84/539/EEC.

This Directive, which was prepared in the conventional manner,
refers to a world standard, IEC Publication 601-1, which is
erdorsed by CENELEC and which lays down in a detailed mammer the
general safety requirements for all electramedical equipment. The
specific requirements that may have to be laid down for certain
specific categories of equipment are determined by other standards
based on the above standard. The scope of Directive 84/539/EEC
has been confined to those categories of equipment for which
conformity with IEC standard 601-1 and the general requirements it
lays down was considered to be sufficient ﬁo guarantee- the safety
of the patient and the users of such eqlm.pnemt.



4.2.

4.3.

- 4.5.

This draft concerns a category of equipment which is to some
extent on the frinde of electromedical equipment as a whole. The
first difference concerns the energy source which, in the case of
implants, will nearly always be an electric cell contained within
the equipment itself, whereas all other medical equipment,

_including the equipment covered by Directive 84/539/EEC, operates

on the main power supply system or a similar power source.

The secord major difference is that implants are by definition
introduced into the human body, in particular in order to regulate
the vital functions. )

The very low-voltage energy source and the invasive character of
implants therefore mean that very specific safety considerations
will be required and these will be reflected in stamdards which
will not necessarily be subordinate to IEC Publication 601-1.

The safety requirements will, on the 6ther hand, also have to take
account of aspects not assoclated with the use of electricity,
such as sterility, biocompatibility amd operational reliability.

Other categories of medical equipment which are not covered either
by Directive 84/539/EEC or by this draft are the subject of
preparatory work which is being carried out in close cooperation
with the parties concerned. '

Harmonization of non-electrical medical equipment has been the
subject of preparatory contacts with the parties concerned.

This draft follows on to the harmonization in the field of medical
equipment already achieved in the form of Directive 84/539/EEC.

It is planned to harmonize the sector completely within the time
limits laid down in the White Paper.
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Progr i ization

An ISO/IEC joint working group has been working for several years at .
world level on one of the categories of equipment falling within the

~scope of this draft, namely implantable cardiac stimulators.

On this basis ard on that of the essential safety requirements annexed
to this draft, CENELEC adopted on March 1st 1988 European standard EN

50061 relating to cardiac stimulators. A large part of its technical

content applies to implants as a whole for which it may be easier ard

faster to prepare draft European standards.

to th "m directive"
(Annexed to the Resolution of 7 May 1985)

As vith other proposals for directives based on the new approach, the
Commission has tried to keep as close as possible to the "model
directive" given in the Annex to the Resoiution of 7 May 19085, while
taking account of the information amxd opinions gathered during the
consultation of the interested parties.

A. The basic approach to the production of the dossier that shall be
evaluated by the notified body(R) in order to ascertain the
conformity of the device to the directive, can be reduced to the
production of three sub documents :

(2)

For "notified body" we intend a body that has been notified to the
Commission by each Member State as responsible for controls and use of

‘the Directive. This body shall not be necessarily of the same

nationality of the Member State that notified it, and it can delegate
to laboratories (either national or of another Member State) the duty

" of making tests, controls, surveillance that however will stay under

its own responsibility.

g



Quality system dossier for sterility
2. (Clinical evidence dossier
3. Technical safety dossier(3).

In the first document the mamufacturer shall disclose all the
informations related to the quality system that is implemented in
his factory to ensure the sterility of the device. This system
should be based on CEN 29001 and could be implemented by means of
the use of a relevant guide to good-manufacturing practice (GMP).
Where a registration and control system of manufacturers using
such guide exists, document 1 could simply be a certificate to

that extent.

In the secord document, the mamufacturer shall disclose all the
informations related to the tests and the means used to verify,
from a clinical point of view, the performances and the principle
of operation of the device. This document shall be countersigned
by a specific consultant specialist of the pathology that the
device is intended to treat or monitor.

Literature on the principles of operation, if any, should be
enclosed.

Document 3 needs a more detailed description.

The first question arising is :

"Is there any relevant harmonized standard for the device under
consideration covering the essential safety requirements, or is

there any relevant national standard pub]_ished on the Official
Journal of the European Communities ?*

(3) see enclosed block diagrams

9



E.

1. If the answer is "no" or if the mamufacturer chooses not to
apply them, then document 3 shall contain all the information
related to the methods that the manufacturer has used to
produce the device in conformity to the essential safety
Tequirements, the tests done to verify it and a rationale

. explaining the consistency of such methods and tests with the
essential safety requirements.
For example in the above mentioned rationale reference could
be made to specific requirements and tests contained in
standards applicable to devices similar to the one considered.
In this case the dossier shall be accompanied by a sample of
the ‘device. '

2. If the answer is "yes" then two types of document can be

generated :

a) 1f the mamufacturer applies a @fP he shall disclose his
quality system together with the reference to the
standards applied,

b) if the manufacturer does not apply a GMP, he shall
its conformity to it (a certificate of conformity made by
a third party is also suitable for this purpose).

Once the dossier is then completed, it shall be presented to the

- notified body of ope Member State. Depending on the way document

3 has been generated, the notified body will issue, after
examination, one of the following certificates :

A0



1)

2)

- 10 -

Pattern approval certificate, if the mamufacturer has
submitted document 3 according to point D.1.

Dossier approval certificate, if the manufacturer has
submitted document 3 according to point D.2.

At this moment, the mamufacturer can sell freely his device
through EEC without the need of additional controls if it conforms
to either the pattern or the dossier approved.

To do so, the mamufacturer shall declare that the device conforms
to the pattern or the dossier approved and shall label the device
,with the EC mark.

In order to be allowed to make the above declaration the
mamufacturer shall have either : '

an approval of his quality system for design, purchase;
mamfacture, final test and inspection based on CEN 20001 and
the relevant GYP, or ‘

an approval of 11.1.s quality system‘for purchase, mamufacture,
final test and inspection based on CEN 29002, or

a certificate of inspection, made under the authority of the
notified body; stating that the production conforms to the
pattern or the design approved. ’
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Attestation of conformity

The essential safety requirements to which implants must conform can

~ be classified urder three headings, namely sterility, clinical
evaluation and technical safety. With regard to compliance with these
three aspects, the Directive establishes three different strands which
converge at the "design documents" stage arnd lead to the issue of a
Community mark of conformity. o

Technical safety may be evaluated on the basis of tests carried out on
a prototype and evaluation will be facilitated if the design and
construction of the equipment is in accordance with standards. The
Directive therefore describes a set of procedures which are fairly
representative of the certification procedures normally set ocut in
Community directives. L

- Sterility will make it necessary to have rules ard a strict
oganization of the manufacturing process.

A2
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Proposal for a-
COUNCIL DIRECTIVE

on the approximation of the Laws of the Member States relating to active
imptantable electromedical equipment

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

| ~ Having regard to the Treaty establishing the European Economic Community,

and in particular Article 1002 thergof.

Ha.ving regard to the propose.xl from the Commission,

In coqpe.ra.tion with the European Parliament,

Having regard to the opinion of the Economic and Social Comm.n.ttee

¥hereas, in each Member State, active implantable electromedical devices
used in human medicine must meet a high and clearly-defined level of safety
both for the users of such equipment and for those receiving treatment by means of

the equipment;

Vhereas several Member States have sought to ensure that level of sa.fei:y
by mandatory specifications relating both to the technical safety
regulations and the inspection procedures, ard whereas those speoifica.tions
differ from one Member State to another;

Whereas the national provision ensuring such safety level should be
harmonized in order to guarantee the free market of active implantable
electromedical devices without lowering existing and Justified levels of
safety in the Member States;

Ay
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Whereas the regulations for active implantable electromedical devices can
be confined to those provisions needed to satisfy the essential safety
requirements: whereas because they are essential these requirements mst
replace corresponding national provisions; .

Whereas, inspection procedures have to be provided. -
established on basis of mutual acceptance by the Member States in
conformity with Community criteria,

HAS ADOPTED THIS DIRECTIVE :

CHAPTER I

Article 1

1. This pirective applies to active implantable electromedical devices.

S
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2. For the purpose of this Directive the following definitions shall

ke

apply :

Medical device : ény instrument, apparatus, implement, substance or
other article (used singly or in combination) which is intended by
the manufacturer for use in humans for : '

a. Cohtraception, _ )

b. Diagnosis, prevention, monitoring, treatment or alleviation of
disease or injury,

c. Investigation or modification of the anatomy or of a
physiological process,

which does not achieve its principal intended action by
pharmacological means.

Software packages which do not form part ofi an instrument,
apparatus, implement or article are excluded from this definition;

active implantable electromedical device : any medical device which
is interded to be permanently implanted within the human body by a-
surgical operation, such a device using electricity from an
implanted battery or an external source of power, together with
non-interchangeable accessories (such as programmers, external
pover sources) and operating software;

permanently implanted : implantation within the human body for
purposes other than for . short~term purposes.

A6



Article 2

Member States shall take all necessary steps to ensure that devices
‘referred to in Article 1(1), hereinafter referred to as "devices", may be

placed on the market and implanted only if they do not impair patients’
" safety, when properly implanted, meintained and used according to their
interded purposes. ‘
Article 3
The devices referred to in Article 1 Q)shall satisfy the essential safety

‘Tequirements set out in Annex 1.

Article 4

1. Member States shall not impede the placing on the market, the free
circulation ard the implantation. of devices bearing the CE-mark.

2. Member States shall not impede the placing on the market and the
implantation of devices not bearing the CE-mark that are :

AT
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- intended for clinical evaluation according to the procedure of
Article 8 &);

- of a prototype nature intended for research and safety ard
effectiveness testing. '

From the date of notification of this Directive, devices may contimue, -
on a transitional basis for a period of 3 years,to be placed on the
market subject to national provisions already in force on that date,
provided that any such provisions are compatible with the requirements
of the Treaty. |

Article S5

Member States shall presume compliance with the essential safety
requirements referred to in Annex 1 in respect of devices which are in

conformity with :

a) the relevant national standards implementing the harmonized
stardards the references of which have been published in the
Official Journal of the European Communities; Member States shall

13
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publish the references of such national standards;

or with

AY

b) the relevant national standards referred to in paragraph 2 insofar
as, in the areas covered by such standards, no relevant harmonized

stanxdard exists.

Member States shall communicate to the Commission the texts of their
national stardards, as referred to in paragraph 1(b), which they
regard as complying with the essential safety requirements referred to
in Amnex 1. The Commission shall forward such texts forthwith to the
Member States. In accordance with the procedure provided for in
Article 6(2),it shall notify the Member States of those national
standards in respect of which there i1s a presumption of conformity
with the essential safety requirements referred to in Annex 1.

Member States shall publish the reference rumbers of those standards.
The Commission shall also publish them in the Official Journal of the

"European Community.

Article 6

Where a Member State or the Commission considers that the harmonized
standards referred to in Article 5(1)do not entirely meet the
essential safety requirements referred tc in Article 3, the Commission
or the Member State concerned shall bring the matter before the
Starding Committee set up under Directive 83/1839/EEC, hereinafter
referred to as "the Committee”, giving the reasons therefor. The
Committee shall deliver an opinion without delay.
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In the light of the Committee’s opinion, the Commission shall inform
the Member States whether or not it is necessary to withdraw those
stardards from the publications referred to in Article 5(D@).

Cn receipﬁ of the communication referred to in Article 5 (2), - )
the Commission shall consult the Committee. After the Committee has
given its opinion the Commission shall, within a given period, notify
the Member States whether the mational standard in question should or
should not enjoy presumption of conformity and, if so, be subject to
national publication of its references.

If the Commission or a Member State considers that a national standard
no longer fulfils the comditions for presumption of conformity to the
. safety Tequirements, the Commission shall consult the Committee. In
the light of the opinion of the Committee, it shall notify the Member
States whether or not the standard in question should contimue to
enjoy presumption of conformity and in the latter case be withdrawn
from the publications referred to in Article 5 (2. '

Article 7

Where a Member State finds that devices bearing the CE-mark do not
satisfy the essential safety requirements when properly implanted and
used in accordance with their interded purpose, it shall take all
appropriate measures to withdraw those products from the market or to
prohibit or restrict their being placed on the market.
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The Member State concerned shall immediately inform the Commission of
any such measure, indicating the reasons for its decision, ard in
particular whether non compliance is due to : ' '

a) failure to meet the essential safety requirements referred to in
Article 3, where the device does not meet the standards referred to

in Article 5Q); 4 .
b) incorrect application of the standards referred to in Article 5(D;

c) shortcomings in the standards referred to in Article 5(1)
themselves. ‘

The Commission shall enter into consultation with the parties
concerned as soon as possible. Where, after such consultation, the
Commission finds that any measure as referred to in paragraph 1 is
Justified, it shall immediately so inform the Member State that took
the action and the other Member States. Vhere the decision referred

. to in paragraph 1 is attributed to shortcomings in the standards the

Commission, after consulting the parties concerned, shall bring the
matter before the Committee within two months if the Member State
which has taken the measures interds to maintain them ard shall
initiate the procedures referred to in Article 6.

V¥here a device which does not comply bears the CE—mark the competent
Member State shall take appropriate action against whomsoever has

. affixed the mark ard shall inform the Commission and the other Member

States thereof. .
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The Cammission shall ensure that the Member States are kept informed
of the progress ard outcome of this procedure.

CHAPTER II

Conformity assessment

Article 8

Devices shall be subject to the EC type examination as described in
Annex 2 section 2.

After having -complied with paragraph 1, the

manufa.cmra: ., or his authorized representative established within the
Cammunity, to be allowed to affix the CE-mark on his devices shall, at
his own choice, either : -

a) apply for EC declaration of production conformity as described in
Amnex 2,section ¢4

ar

b) apply for EC declaration of production conformity as described in
Annex 2, section 3.

79
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Devices that are made according to standards referred to in Article
5 Q)can be subgect as an alternative to the provisions of paragraphs 1
ard 2 and at manufacturer’s choice,to the EC declaration of design
conformity as described in Annex 2,section 1.

Such a declaration being integrated by the EC declaration of
production conformity as described in Annex 2, section 4.

Standards referred to in Article 5(Dare of two different types :
technical and clinical; for the latter, waiting for the production of
an harmonized standard, devices shall be evaluated clinically
according to the provisions of Annex 5.

The records and correspordence relating to the procedures referred to
in paragraphs 1, 2 and 3 shall be in an official language of the
Member State where the said procedures will be carried out, or in a
language acceptable to the notified body.

Article 9

Member States shall notify to the other Member States and the
Commission the bodies which they have designated for carrying out
tasks pertaining to the procedures referred to in Article 8, the
specific tasks for which each body has been designated, and the
identification codes of the designated bodies.
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The Commission shall publish the list of these notified bodies,
together with the tasks for which they have been designated, in the
Official Journal of the European Communities and shall ensure that the
list s kept up to date.

Member States shall apply the minimum criteria, set out in Annex 4,
for the designation of bodies. Bodies that satisfy the criteria fixed
by the relevant harmonized standards shall be presumed to satlsfy the

- criteria set out in Annex 4.

A Member State that has designated a body shall anmul the designation
if the body no longer meets the criteria for designation referred to
in paragraph 2. It shall immediately inform the other Member States
ard the Cammission accordingly and withdraw the notification.

L1



25

_23_

CHAPTER III

Article 10

The CE-mark of conformity as referred to in Annex 3 shall be affixed
to the device where practicable or on the package or on the
accompany ing documents in a clearly visible, easily legible and
indelible form. :

The affixing of marks which are likely to be confused with the CE-mark
of conformity shall be prohibited.
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Article 11

Where it is established that the CE-mark has been wrongly affixed to
devices because :

- they do not conform to the relevant standards referred to in
Article 5 ;

- they do not conform to an approved type

- they conform tov an approved type which does not meet the essential
requirements applicable to it o

- the mamufacturer has falled to fulfil his obligations urder the
relevant EC declaration of production conformity ‘

the inspection body shall withdraw the EC design approval certificate or
the BC quality systems approval certificate.

26
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CHAPTER IV

- Article 12

Any decision taken pursuant to this DPirective and resulting in restrictions
on the placing on the market and/or taking into service of a device shall
state the exact grourds on which it is based. Such  decision shall be
notified wlthout delay to the party concerned, who shall at the same time
be informed of . the remedies available to him under the laws in
force in the Member State in question and of the time limits to which such
remedies are subject.

Article 13

1. Before 1 ;luLy'1991, Member States shall adopt and publish the laws,
regulations ard administrative provisions necessary in order to comply
with this blrective. They shall forthwith inform the Commission |
thereof . '

They shall apply such provisions from 1 January 1992.
2. Member States shall commnicate to the Commission the texts of the

provisions of national law which they adopt in the field covered by
this birective.



_26_

Article 14

This directive is addressed to the Member States.

. Done at Brussels - i For the Council

The President

2
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ANNEX 1

Essential safety requirements for active implantable electromedical
devices.

1.

Sterility

Patients shall be adequately protected against the risks caused by the
use of non-sterile products.

Clinical evaluation

2.1. The clinical conditions of the patient shall not be worsened by
the implantation of the device.

2.2. Side effects or any undesirable conditions introduced by the
device shall not ocutweight its positive effect.

Technical evaluation
3.1. Protection against misuse

The function of such devices shall be laid down in the
instructions for use and on the labelling in order to ensure.

3.1.1. That physicians are fully aware of the potential and
limitations of such devices.

3.1.2. That physicians have sufficient information to make a correct
decision about utilization of the device.

3.1.3. That product parameters ard packaging information shall be
gilven in such a way that misinterpretations are minimized.

29 -
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3.2. Protections against hazards arising from the 'device

Méasu.rés of a technical nature shall be taken in order to
ensure:

3.2.1. That patients are adequately protected against risk of
- physical injury which might be caused by product design such
as physical and dimensional features together with the
bilological characteristics of the materials used.
3.2.2. That patients are adequately protected against power supply
depletion by means of a manufacturer’s statement with respeot
to the erd of life criteria.

3.2.3. That patients are adequately protected against the hazards
related to the use of electricity such as :

~ a) poor insulation
b) excessive leakage currents for the interded use

c) poor protection of electrical circuits from the risk of
contacts with body fluids

d) excess heat generated by the device.

3.2.4. Protection against hazards caused by the impossibility of
carrying on systematic maintenance and calibration such as :

a) significant deterioration in performance features,

b) excessive increase of leakage currents,



3.2.5.

_29...

¢) degradation of the materials used,
d) ingress of body fluids or leakage of containers,

e) excessive increase of device-generated heat.

Protection against hazards which might be caused by
environmental influences.

-

a) The device shall be designed and manufactured in such a
way that mechanical stress which may occur during normal
use will not irreversibly degrade its safety.

b) The device shall be manufactured and packed in such a way
that it can resist, within the limits set by the
mamufacturer, to the environment corditions variations
(temperature, humidity) that could occur either in normal
use and during transport and storage, in such a way that
its performance will not be irreversibly degraded, to such
a degree that patient’'s safety is jeopardized.

c) Measures shall be adopted in order to reasonably protect
the patient in which the device has been implanted, from -
the hazards arising from electromagnetic fields or from
external electrical influences (defibrillators, high
frequence surgical equipment, etc.).
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Conformity assessment procedure

.1 The EC declaration of design conformity is the process whereby the
mamufacturer who satisfies the obligations of paragraph 1.2 declares
that the design of the type concerned satisfies the requireme.nts of
the directive that apply to it.

.2. Obligations

.2.1 The mamfacturer shall ha.ve:adequa.tely implemented a quality system
for design control that will ensure that design output will meet
approved design requirements, and is subject to EC surveillance as

specified in paragraph 1.5.

.2.2 The manufacturer shall ﬁnke only once the application for the whole
quality system covering the provisions of this section and those of
section 4 of this annex, with the exceptions of the provisions of
paragraphe 1.4 , and when new technologies are introduced in the
production process, together with a new product.

.3 Quality system

.3.1 The manufacturer shall lodge an application for dpprova.l of his
quality system with a notified body.

&



The application shall include

- the quality system’s documentation and all other relevant

information

- an undertaking to carry out the obligations arising from the

‘quality system as approved
an undertaking to maintain the approved quality system to ensure
its continuing suitability and effectiveness.

1.3.2  All the elements, Tequirements and provisions adopted by the
mamifacturer shall be documented in a systematic and orderly manner
in the form of written policies, procedures and instructions. This
quality system documentation shall ensure a common understarding of
the quality policies and procedures such as quality programmes,
plans, mamals, and records.

It shall contain in particular an adequate description of

the quality objectives, and the organizational structure and
responsibilities of management and their powers with regard to

design quality _
the design control techniques, processes, and systematic actions

" that will be used

the design verification techniques, processes, and systematic
actions that will be used, and the frequency with which they
will be used. ’

the means to monitor the achievement of the required design
qality and the offootiva oporatlon of tho qualtty eryritom.

{2)
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1.3.3

1.5.4

" 1.3.5
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The notified body shall examine and evaluate the quality system to
determine whether it satisfies the requirements referred to in

paragraph 1.3.2. It shall presume compliance with these

requirements in respect of quality systems that implement the
design elements of the corresponding harmonized standard.

The notified body shall notify its decision to the manufacturer and
inform the'othei' notified bodies thereof. The notification to the
marufacturer shall contain the conclusions of the examination and
the reasoned assessment decision. '

The manufacturer or his authorized represénta.tive established in
the Community shall keep the notified body that has approved the
quality system informed of any updating of the quality system in
relation to changes brought about by, e.g., new design technologies
and quality concepts.

A notified body that withdraws approval of a quality system shall - |
so inform the other notified bodies, giving the reasons for the
decision.

1.4 Design requirements

The mamifacturer shall establish the design requirements of the type
on the basis of the requirements of the directive that a,pply to it,
ard submit those to the notified body.

.

The notified body shall examine and evaluate the design requirements
to determine whether they satisfy the relevant requirements of this
directive. It shall notify its decision to the manufacturer and inform
the other notified bodies thereof. The notification to the
marufacturer shall contain the conclusions of the examination and the
reasoned assessment decision. ‘

“The notified body shall also verify whether the clinical tests have
been carried out according to the provisions of Article 8 paragraph 4.

i
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1.5 BC surveillance

'1.5.1 The purpose of EC surveillance is to make sure that the
mamifacturer duly fulfils the oblidations arising out of the

a,pprox.red quality system.
1.56.2 The mamufacturer shall, upoh request, provide all necessary
information to the notified body, in particular

- the quality system documentation

- the approved design requirements

- the up to date quality records as foreseen by the quality
system, such as results of analyses, calculations, tests, etc.

1.5.3 The notified body shall make sure that the mamifacturer maintains

and applies the quality system. .
It shall provide a surveillance report to the mamufacturer.

2. m_tszmmimi:mn

2.1 The EC type examination is that part of the procedure by which a
notified body ascertains and certifies that a product, representative
of the production envisaged, meets the provn.s:.ons of the directive
that apply to it.

2.2 The application for the type examination shall be lodged by the -
mamufacturer or his authorized representative established within the
Community with a single notified body.
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The application shall include

- the name and address of the manufacturer and, if the application is
" lodged by the authorized representative, his name and address in
addition ' ‘
- a written declaration that the application has not been lodged with
any other notified body )
- the design documentation, as described in paragraph 2.3

‘The applicant shall place at the disposal of the notified body a
product, representative of the production envisaged hereinafter called
“type". The notified body may request further samples of the type if
needed by the test programme. '

A type may édditiom.lly cover product variants provided that any
' modification does not affect the level of safety and other performance
requirements of the type.

2.3 The design documentation shall contain so far as relevant for
assessment : ' ‘

- a general description of the type

- conceptual designs and manufacturing drawings and schemes of
components, sub-assemblies, circuits, eto.

- descriptions and explanations necessary for the understanding of
the above including the operation of the products.

- a list of the standards referred to in article 5, applied in full
or in part and descriptions of the solutions adopted to meet the
essential requirements where the stardards referred to in article 5
have not been applied |

- results of design calculations made and of examinations etc.

- test reports | ’

- a report on clinical tests according to the provisions of Article 8
paragraph 4.

3¢



2.4

2.4.1

The notified body shall,

examine the design document and verify that the type has been
manufactured in conformity with the design documentation and
identify the elements which have been designed in accordance with
the relevant provisions of the standard and the essential
requirements of the directive;

2.4.2 perform or have pefforined the appropriate examination ard/or tests

2.4.3

to check whether the solutions adopted by the mamufacturer meet the
aspential requirements whore tho slandardg reforrad to 1n artiole B
have not been applied;

perform or have performed the appropriate examinations and/or tests
to check whether the relevant standards were effectively applied
where the mamufacturer has chosen to do so thereby assuring
comformity with the essential requirements;

2.4.4 'ag‘ree with the applicant the location where the examination and/or

tests shall be carried out.

2.5 VWhere the type meets the provisions of the directive the notified body

shall issue an EC type approval certificate to the applicant. The

-certificate shall contain the conclusions of the examination,

2.6

3

corditions (if any) for its validity, and the necessary data for
identification of the approved type and if relevant description of its
functioning. The relevant technical elements such as drawings and
schemes shall be annexed to the certificate.

The other notified bodies shall be informed forthwith of the issuing
of the EC type approval certificate and its additions referred to in
2.8.2 on the said type. They may obtain a copy of the EC type approval
certificate and its additions and on a reasoned request may obtain a
copy of the annexes to the certificate and the reports on the
examinations and tests carried out.
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2.7 A notified body that refuses to issue or withdraws an EC type approval

certificate shall so inform the Member State which notified this body
ard the other notified bodies giving the reascns for the decision.

2.8.1 The applicant shall keep the notified body that has issued the EC

type approval certificate informed of any modification to the
approved type. .

2.8.2 Modificatlons to the approved type must receive additional approvél
from the notified body that issued the EC type approval certificate
where such changes affect the safety of patients when properly
implanted, maintained ard used according to their intended purpose.
This additional approval is given in the form of an addition to the
original EC type approval certificate.

3.1

3.2

The EC declaration of production conformity (type 1) is that part of
the procedure whereby the manufacturer declares that the products
concerned are in conformity with the type as described in the EC type
approval certificate and satisfy. the requirements of this directive
that apply to them. The manufacturer shall affix the CE-mark to each
product ard draw up a written declaration of conformity. The CE-mark
shall be accampanied by the identification symbol of the notified body
responsihle for the random checks set out in paragraph 3.3.

The mamfacturer shall take all measures necessary in order that the
mamufacturing process including final product inspection and testing
shall ensure homogeneity of production and compliance of the products
with the type as described in the EC type approval certificate and
with the requirements of the directive that apply to them. A notified
body, chosen by the manufacturer, shall carry out random checks on
products as set out in elther paragraph 3a or 3b below.

N1
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3.3 a) The products shall be subject to statistical control where

applicable and shall therefore be grouped into identifiable lots
consisting of units of a single model and mamufactured urder
essentially the same conditions. A sample is to be drawn and
inspected to determine conformity with the acceptability criteria.
The operating characteristics are specified below. In those cases
where a batch is rejected the notified body shall take the
'a,ppropria,te measures to prevent the putting on the market of -that
batch.

3.3 Db) On site product checks shall be undertaken at random intervals of

one year or less. A sample of the product shall be examined and
appropriate tests as set out in the relevant standard(s) referred
to in Article 5 or equivalent tests shall be carried out in order
to ensure their comformity with the relevant requirements of the
directive. In those cases where one of the products urder
examination does not conform, the notified body shall take measures
appropriate to the nature of the defect(s). |

The EC declaration of production conformity (type 2) is the procedure
whereby the manufacturer who satisfies the obligations of paragraph 2
declares that the products concerned are in conformity with the type
as described in the EC type approval certificate and satisfy the
requirements of this directive that apply to them. The manufacturer
shall affix the CE-mark to each product and draw up a written
declaration of conformity. The CE-mark shall be accompanied by the
identification symbol of the notified body responsible for EC
surveillance.

;




4.2.1

4.2.2

The mamufacturer shall have adequately implemented a quality system

‘that will ensure compliance of the products with the type as

described in the EC type approval certificate or in the EC

~declaration of design conformity and with the requirement(s) of

this directive that apply to them. The manufacturer is subject to
EC surveillance as specified in section 4 paragraph 4.

The manufacturer shall make only once the application for the
quality system mentioned in this section, with the exception of the
case when new technologies are introduced in the production process
in view of a new product.

4.3 Quality system

4.3.1.

The mamifacturer shall lodge an application for approval of his |
quality system with a notified body '

The applica.tion shall include:

- all relevant information, in particular the quality system’s

documentation and the design documentation of the approved type

- an undertaking to carry out the obligations arising from the
quality system as approved

- an undertaking to maintain ‘the approved quality system to ensure

its contimiing sultability and effectiveness.

ho
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4.3.2. All the elements, requirements and provisions adopted by the

mamifacturer shall be documented in a systematic and orderly mammer

in the form of written policies, procedures and instructions. This
quality system documentation shall ensure a common understanding of
the quality programmes, plans, manuals, and records.

It shall contain in particular an adequate description of

- the quality objectives, and the organizational structure ard -
responsibilities of management and of their powers with regard to

product quality

- the mamfacturing processes, quality control and quality assurance,
~ techniques and systematic actions that will be used

- the examinations and tests that will be carried out before, during
ard after manufacture, and the frequency with which they will be
carried out

- the means to monitor the achievement of the required product
quality and the effective operation of the quality system.

4.3.3. The notified body shall examine and evaluate the quality system to
determine whether it satisfies the requirements referred to in
section 3, paragraph 2. It shall presume comformity with these
requirements in respect of quality systems that implement the
corresponding harmonized standard.

It shall notify its decision to the manufacturer and inform the
other notifled bodies thereof. The notification to the mamifacturer
shall contain the conclusions of the examination and the reasoned

. assessmwent decision.

4.3.4 The mamufacturer or his authorized representa.tivé shall kéep the
notified body that has approved the quality system informed of any

updating of the quality system in relation to changes brought about
by, e.g., new technologies and quality concepts.

3



4.3.5

4.4 EC

4.4.1

4.4.2

4.4.3
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A notified body that withdraws approval of a quality system shall
so inform the other notified bodies, giving the reasons for the
decision. '

‘The purpose of EC surveillance is to make sure that the -

mamifacturer duly fulfils the obligations arising out of the
approved quality system. '

The mamfacturer shall allow the notified body entrance for

inspection purposes to the locations of mamufacture, inspection amd
testing, and storage and shall provide it with all necessary
information, in particular

- the quality system documentation

- the design documentation

~ the quality records, such as inspection reports ard test data,
calibration data, qualification reports of the personnel
concerned, etc.

The notified body shall make sure that the mamfacturer maintains

and applies the quality system and shall provide a surveillance
report to the mamufacturer.
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Devices shall be identified by the mamufacturer by means of
or serial mmbers.

type-, ba.bch—
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MINIMUM CRITERIA TO BE TAKEN INTO ACCOUNT BY MEMBER STATES WHEN APPOINTfMSV
INSPECTICN BODIES

1. The notified body, its director and the staff responsible for carrying
out the verification tests shall not be the designer, manufacturer,
supplier or installer of apparatus which they inspect, nor the
authorized representative af any of those parties. They shall not
become directly involved in the design, construction, marketing or
maintenance of the apparatus, nor represent the parties engaged in-
these activities. This does not preclude the possibility of exchanges
of technical information between the manufacturer and the notified
body. |

2. The notified body ard its Staff must carry out the verification tests
with the highest degree of professional integrity and technical
competence and must be free from all pressures ard inducements,
particularly financial, which might influence their judgment or the
results of the inspection, especially from persons' or groups of
persons with an interest in the result of verifications. '

3. The notified body must have at its disposal the necessary staff and
possess the necessary facilities to enable it to perform properly the
administrative and technical tasks comnected with verification; it
must also have access to the equipment required for special v
verification. ‘

Hy
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The staff respohsible for inspection must have :

- sourd technical and professional training,

. — satisfactory knowledge of the requirements of the tests they carry

s

out and adequate experience of such tests,
- the ability to draw up the certificates, records. ard reports
required to authenticate the performance of the tests.

The impartiality of inspection staff must be guaranteed. Their
remmeration must not deperxd on the mumber of tests carried cut nor on
the results of such tests.

The notified body must take cut liability insurance unless its

llabllity 1s assumed by the State in accordance with national law, or
the Member State itself is.directly responsible for the tests.

The staff of the notified body is bound to observe professional
secrecy with regard to all information gained in carrying out its
tasks (except vis-a-vis the competent administrative authorities of

the State in which its activities are carried out) under this
Directive or any provision of national law giving effect to it.:
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Clinical evaluation can be checked by means of clinical tests performed

according to the following points :

1.. Clinical tests shall be performed in a recognized clinical environment
specific for the pathologies that the device is internded to treat.

2. Clinlcal tests shall be performed under the responsability of a
recognized consultant specialist in the relevant pathology.

3. "I‘he prooedures utilized to perform clinical tests shall be consistent
with the device urder -examination. ‘ : :

4. Methods to perform the tests shall be consistent with the dévice under
examination. - '

5. All appropriate features involving safely of the device shall be
examined.



FINANCIAL, STATEMENT

regarding the proposal for a Council Directive on the approximation of the
laws of the Member States relating to active implantable electromedical
equipment (hereinafter referred to as implants).

1.

Introduction

The proposal for a D:Lrective on implants defines the essential safety
requirements which they must satisfy. Article 5 of the proposal
specifies that there should be a general reference, as a matter of
priority, to European standards or, as a transitional measure, to
national stardards in so far as European standards do not exist.
Equipment mamifactured in accordance with these standards is deemed to
conform to the essential requirements concerned in the Directive.

The Commission plans to help strengthen European standards by assigning
to CEN and/or CENELEC the task of preparing the harmonized standards
required in the implants sector in accordance with the general
guldelines on cooperation between the Commission, CEN and CENELEC

approved on 13 November 1984. This work will be carried out within the

framework of marndates assigned to CEN and/or CENELEC pursuant to the
framework contracts signed on 10 Octaber 1985, which provide for
financial support fram the Commission.

‘The above mentioned work, which is of a limited duration, must be
 integrated within the general management framework of the Directive,
-which is a long-term project.
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The figures given can only be summary estirates since European
standardization is still at the plamning stage.

2. .Budget headings concerned

Article 775 : Projects concerning the internal market
Item 7750 Harmonization of industrial and occupational
legislation -

Multianmial project to strengthen the European
standards bodies. B '

3. I.egalbasis

3.1. -Council R&olution of 7 May 1985 on a new approach to technical
harmonization and standards(1).

3.2. Directive to be adopted by the Council providing for the alignment of

the laws of the Member States relating to active implantable
_electromedical equipment. -

4. Proposed classification

Non-compulsory expernditure.

(1) OF C 136, 4.6.1985. : : | HX



5. Description armd justification of the project.

5.1. Objectives
The projects planned should help in drawing up harmonized standards
which meet the essential requirements of the Directive on implants
and without which it would be very difficult to apply the Directive.

The harmonized standards will also help to strengthen the
competitiveness of European industry. '

5.2. Persons concerned
In agreement with the Council Resolution of 7 May 1985,

standardization is not the responsibility of the Commission, but that
of the European stamards beodies.

6. Type of experditure arxd method of calculation

6.1. Type

It concerns mandates for the execution of the framework contract of
10 October 1985 between the Commission and CEN/CENELEC.

6.2. Calculation

The amount of finance for the services w:LL‘L be determined for each
order in the light of the work assigned to the contractors.

1Y



Tt includes the experditure incurred by the central departments of
the Eurcopean standards bodies in implementing the standards
programmes assigned to them and a contribution to the expenditure
incurred by the technical committees and working parties in carrying
out the programmes. To this experditure may be added specific
experditure in respect of experts assigned specific work in this
context.

The expenditure is céicula.ted on the basis of the "man/month" unit,
which currently stands at 5.000 ECU. ‘ ' '

The work of drawing up the harmonized standards will certa.i_niy have
to contime beyord the first five years.

7. Financial implicatians for operating appropriations

7.1. Timetable of commitment and payment a.pprbpria,tions :

(ITtem 7750)

cA (BCU) PA (ECU)
1988 100.000 ~ 50.000
1989 - 100.000 150.000
1990 200.000 : 150.000
1991 100.000 100.000
1992 » p.m. 50.000

500.000 500.000




7.2. Proportion financed from the Community budget
Since the parties involved in the standards work will in principle
bear their own costs, the Commnity contribution to the funding of
the project should not exceed 50 % of the total experditure.

However, it should be noted that the Community contribution will be
lower if the EFTA countrles decide to take part.

8. (bservations

9. Financial implications for staff and current administrative
appropriations

9.1. Staff working exclusively on the project.
The project also includes management of the Directive on active
implantable electromedical equipment, which will require the full-
time participation of the Commission departments concerned.
From 1988 one A official will be needed for six months a year and one
B official full-time.

9.2. +9.3. Staff and current administrative appropriations -

The a.ppropria.fions required are estimated at 120.000 ECU a
year. '



| ~ COMPETTTIVENESS AND EMPLOYMENT IMPACT STATEMENT

‘What is the main reason for introducing the measure ? .

Active, implantable electromedical equipment, hereinafter referred to
as implants, constitutes a high-technology sector which is rapidly .
developing and making a major contribution to the health and survival k

_of a large mumber of people. ‘

¥ithin the Community, there are substantial differences between the
national regulations in this fleld as regards clinical evaluation,
technical requirements, the means of attestation of conformity and
surveillance of mamufacturing processes. The incompatihility of these
laws and the need to repeat certain procedures slow down technical

' innovation ard delay the marketing of equipment which represents a
technological breakthrough and is ahle to save the lives of further
categories of patients.

 This disparity also hampers intra-Commnity trade as it introduces
technical barriers to the free movement of goods within the Community
and thus constitutes a barrier to the campletion of the internal

The aim of this proposal for a Directive is to ensure the free placing

on the market and commissioning of implants that meet the basic safety
requirements of the Directive, which have to be duly attested.

5
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Features of the husinesses in question. In particular :
Are there many SMEs ?

Yes, althoug‘h' the exact member is difficult to determine due to the
lock of precise information from the federations concerned.

¥hat direct ohligations does this measure impose an businesses 7
From the date of entry into force of this Directive, all the

appliances covered will have to be designed, manufactured amd equipped
in such a way as to satisfy the requirements of the Directive.

¥hat indirect obligations are local authorities lj.kelytoimposeon
usinesses ?

The Directive will be applied in each Member State follow:i.ng its
transposition into national law.

Are there any speclal measures in respect of SMEs ?

No.



What is the likely effect on ?
- the campetitiveness of businesses ?

The placing on the market of implants which carry the EC mark of
conformity amd which are declared to conform to the Directive will be
simplified and expedited, which will reduce the marketing costs of

- mamufacturers, importers and retailers. It will no longer be possible
to create any aobstacles to the free movement of such implants within

" the internal market, which will increase the technological
competitiveness of thc.a businesses in this sector.

- employment ?

A reduction in marketing costs should generally increase the
- competitiveness of the Community businesses in this sector, which will
probably have a favourable effect on the employment market.

. Have both sides of industry been cansulted ?

The TAPM, which includes the mamfacturers of active implantable
electromedical equipment, and the medical users of such equipment have
played an active part in the work of the group of experts which helped
in drafting this proposal for a Directive.

5%





