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I
(Information)

COUNCIL

COMMON POSITION (EC) No 29/98
adopted by the Council on 26 February 1998
with a view to adopting a Council recommendation of . . . on European cooperation in quality
assurance in higher education
(98/C 178/01)

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European
Community, and in particular Articles 126 and 127
thereof,

teaching and the organisation of education and
training systems and their cultural and linguistic
diversity;

(2)

Whereas in its conclusions of 25 November
1991 (4) the Council stated that improving the
quality of higher education was a concern shared
by each Member State and by every institution of
higher education within the European Community;
whereas, in view of the diversity of methods used
at national level, national experience could be
complemented by European experience acquired, in
particular, through pilot projects aimed at
establishing cooperation in this area or at
strengthening existing cooperation;

(3)

Whereas the replies to the Commission
memorandum on higher education stress inter alia
that quality should be guaranteed at all levels and
in all sectors, with differences between institutions
only in terms of objectives, methods and
educational demand; whereas there is general
support for the introduction of efficient and
acceptable methods of quality assurance which
take into account European and international
experience and the possibility of cooperation;

(4)

Whereas a Commission study on the state of
quality assurance in the Member States revealed

Having regard to the proposal from the Commission,
Having regard to the opinion of the Economic and Social
Committee (1),
Having regard to the opinion of the Committee of the
Regions (2),
Acting in accordance with the procedure laid down in
Article 189c of the Treaty (3),
(1)

Whereas a high quality of education and training is
an objective for all Member States; whereas the
Community is called on to contribute to their
ongoing efforts by promoting cooperation between
Member States and, if necessary, by supporting
and supplementing their action while fully
respecting their responsibility for the content of

(1) OJ C 19, 21.1.1998, p. 39.
(2) Opinion delivered on 19 November 1997 (OJ C 64,
27.2.1998, p. 76).
(3) Opinion of the European Parliament of 18 November 1997.
(OJ C 371, 8.12.1997, p. 33), Council common position of
26 February 1998 and Decision of the European Parliament
of . . . (not yet published in the Official Journal).

(4) OJ C 321, 12.12.1991, p. 2.
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that the new quality assurance systems had certain
points in common; whereas the two pilot projects
conducted subsequently were based on these core
elements of existing national systems; whereas they
tested a common method successfully and showed
that the players in the field are all eager to pursue
exchanges of experience which demonstrate the
diversity of national evaluation cultures as well as
the importance of quality assurance in general;

(5)

(6)

(7)

Whereas, in view of the great diversity of
education systems in the Community, the
definition of the term ‘higher education institution’
to which the recommendation refers includes all
the types of institutions which confer qualifications
or degrees at this level irrespective of how they are
described in the Member States; whereas this
definition is used in the decision establishing the
Socrates programme;

Whereas higher education institutions have to meet
the new educational and social requirements of a
worldwide ‘knowledge society’ and the resulting
developments; whereas they will, therefore,
endeavour to improve the required attributes of the
services they provide by developing, where
appropriate, new initiatives (individually or on a
collaborative basis within higher education
associations), aimed at increasing the quality of
teaching and learning;

Whereas the technological and economic changes
and their consequences for the labour market pose
new challenges for higher education institutions
and whereas, in view of the challenges of global
competition as well as the ever-increasing influx of
students into higher education institutions,
Member States face the task of organising their
higher education systems and their relationships
vis-à-vis state and society in ways which respect
existing academic standards, training objectives,
quality standards, the autonomy and/or the
independence — in terms of the relevant structures
in each Member State — of higher education
institutions, and the need to be accountable to and
inform the public;

(9)

Whereas the Commission White Paper on ‘Growth,
competitiveness and employment’, the White Paper
on ‘Teaching and learning: towards the learning
society’ and the Green Paper on ‘Education —
Training — Research. The obstacles to
transnational mobility’ indicate how important
high-quality education is for employment and
growth within the Community and for its
competitiveness at world level; whereas these
documents highlight the link that exists between
the social and cultural functions of education and
training, on the one hand, and their economic
functions, on the other hand, and therefore the
many aspects of the concept of quality; whereas it
is clear that transparent educational systems are
required for transnational mobility;

(10)

Whereas encouraging mobility is one of the aims of
Community cooperation in the fields of education
and training; whereas the Commission Green Paper
on ‘Education — Training — Research. The
obstacles of transnational mobility’ examines the
principal legal, administrative and practical
obstacles encountered by students wishing to study
in another Member State, proposes measures to
improve mobility and stresses that this type of
mobility is beneficial to an education of high
quality which can enable individuals to compete
internationally and to take advantage of freedom
of movement within the Community;

(11)

Whereas the size, structure and funding of higher
education systems differ from Member State to
Member State and the objectives of these systems
will continue to evolve; whereas in certain Member
States the higher education system includes
universities and other higher education institutions,
often pursuing vocational aims; whereas the
concept, scope and methods of quality assurance
will be defined by each Member State and will
remain flexible and adaptable to changing
circumstances and/or structures;

(12)

In view of Member States’ exclusive responsibilities
for the organisation and structure of their higher
education systems and of their budgetary
constraints, and in view of the autonomy and/or
independence of higher education institutions, in
terms of the relevant structures in each Member
State,

I.
(8)

Whereas
discussion
of
the
Commission
communication of 13 February 1994 has
demonstrated that quality assurance systems could
contribute towards mutual recognition of academic
or professional qualifications at Community level;
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HEREBY RECOMMENDS that Member States:

A. support and, where necessary, establish
transparent quality assurance systems with the
following aims:

10.6.98

EN

Official Journal of the European Communities

— to safeguard the quality of higher education
within the specific economic, social and
cultural context of their countries while
taking due account of the European
dimension and of a rapidly changing world,

E. promote cooperation between the authorities
responsible for quality assessment or quality
assurance in higher education and promote
networking.
This cooperation could cover some or all of the
following areas:

— to encourage and help higher education
institutions to use appropriate measures,
particularly quality assurance, as a means of
improving the quality of teaching and
learning in a rapidly changing world,

(a) encouraging and developing the exchange of
information and experience, in particular on
methodological developments and examples
of good practice;

— to stimulate mutual exchanges of information
on quality and quality assurance at
Community and world level and to
encourage cooperation between higher
education institutions in this area;

(b) fulfilling the requests for expertise and advice
from the authorities concerned in the
Member States;
(c) supporting higher education institutions
which wish to cooperate in the field of
quality assurance on a transnational basis;

B. base systems of quality assurance on the
following features, as explained in the Annex:

(d) promoting
experts.

— autonomy and/or independence in terms of
the relevant structures in each Member State
for the bodies responsible for quality
assurance in their choice of procedures and
methods,
— adaptation of quality assurance procedures
and methods to the profile and aims of
higher education institutions, while respecting
their autonomy and/or independence in terms
of the relevant structures in each Member
State,
— targeted utilisation of internal and/or external
aspects of quality assurance adapted to the
procedures and methods used,
— involvement of the different parties
concerned according to the purpose of the
quality assurance,
— publication of quality assurance results in a
form which is appropriate to each Member
State;

C. where necessary, encourage higher education
institutions, in cooperation with the competent
structures of the Member States, to take
appropriate follow-up measures;

D. call upon the competent authorities and higher
education
institutions
to
attach
special
importance to the exchange of experience and
cooperation regarding quality assurance with
other Member States, as well as with
international organisations and associations
active in the field of higher education;
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In pursuing these objectives the developing links
between quality assurance and other existing
Community activities in particular in the
framework of the Socrates and Leonardo da
Vinci programmes should be taken into account,
as should the acquis communautaire in the field
recognition of qualifications for professional
purposes.

II.

HEREBY RECOMMENDS that the Commission, in

close cooperation with the Member States and on
the basis of existing programmes and subject to their
objectives and normal open and transparent
procedures, encourage the cooperation referred to in
point I.E between the authorities responsible for
quality assessment and quality assurance in higher
education, also involving organisations and
associations of higher education institutions with a
European remit and the necessary experience in
quality assessment and quality assurance.

III. HEREBY REQUESTS the Commission to present
triennial reports to the European Parliament, the
Council, the Economic and Social Committee and
the Committee of the Regions on progress in the
development of quality assurance systems in the
various Member States and on cooperation activities
at European level including the progress achieved
with respect to the objectives referred to above.

Done at . . .
For the Council
The President
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ANNEX

Indicative features of quality assurance
The features referred to below are common to existing European quality assurance systems. The European
pilot projects assessing the quality of higher education have demonstrated that all parties involved in this
area can benefit from observing these features.
The autonomy and/or independence, in terms of the relevant structures in each Member State, of the body
responsible for quality assurance (as regards procedures and methods) is likely to contribute to the
effectiveness of quality assurance procedures and the acceptance of their results.
Quality assurance criteria are closely linked to the aims assigned to each institution in relation to the needs
of society and of the labour market; the different quality assurance procedures must therefore include
allowance for the specific nature of the institution. Knowledge of the institution’s objectives, be it at the
level of the whole institution, at the level of a department or at the level of a single unit, is essential in this
respect.
Quality assurance procedures should generally consist of an internal, self-examination component and an
external component based on appraisal by external experts.
The internal element of self-examination should aim to involve all the relevant players, especially teaching
staff and, where appropriate, administrators in charge of academic and professional guidance, as well as
students. The external element should be a process of cooperation, consultation and advice between
independent experts from outside and players from within the institution.
In the light of the objectives and criteria used in the quality assurance procedures and with reference to the
structures of higher education in the Member States, professional associations, social partners and alumni
could be included in the expert groups.
The participation of foreign experts in the procedures would be desirable in order to encourage exchange of
experience acquired in other countries.
Reports on quality assurance procedures and their outcomes should be published in a form appropriate to
each Member State and should provide a source of good reference material for partners and for the general
public.

10.6.98

10.6.98

Official Journal of the European Communities

EN

STATEMENT OF THE COUNCIL’S REASONS
I.

INTRODUCTION

1. On 12 May 1997, the Commission submitted to the Council a proposal for a
recommendation on European cooperation in quality assurance in higher education.
2. The Economic and Social Committee and the Committee of the Regions delivered their
opinions on 29 October 1997 and 19 November 1997 respectively.
3. The European Parliament delivered its opinion on 18 November 1997.
4. On 3 February 1998 the Commission presented a modified proposal.
5. On 26 February 1998 the Council adopted its common position in accordance with
Article 189c of the EC Treaty.

II.

AIM OF THE PROPOSAL

The proposal takes the form of a recommendation addressed to the parties concerned (the
Member States, the Commission in close cooperation with the Member States and the
Commission solely) with the objective of promoting cooperation between Member States in
the field of quality assurance in higher education.
1.

General comments
In its common position the Council has approved the essence of the Commission
proposal while making some amendments which it thought desirable.

2.

Specific comments

2.1.

Amendments made by the Council to the Commission proposal

2.1.1. S t r u c t u r e o f t h e r e c o m m e n d a t i o n
The Council considered that the detailed request addressed to the Commission to
support the establishment of a ‘European quality assurance network’ under part II
— 1 of the original proposal was not appropriate. The content of this request has
therefore been transferred, with some modification and clarification in wording, to
part I, addressed solely to the Member States. However, the Commission’s role in
encouraging inter-Community cooperation in the field of quality assurance (in close
cooperation with the Member States and on the basis of existing programmes) is
now dealt with under the new part II. Part II — 2 of the original proposal
concerning progress reports has now become the new part III, addressed to the
Commission.
2.1.2. A n n e x t o t h e r e c o m m e n d a t i o n
The Council considered that in the interests of clarity, it would be more appropriate
to transfer, with some expansion and textual modification, the explanatory details
concerning the characteristics of quality assurance systems to an Annex entitled
‘Indicative features of quality assurance’.
2.1.3. R e c i t a l s
In the interests of rationalisation, certain recitals have been, as appropriate, merged
or modified or in one case deleted. One recital concerning Member States’
responsibilities and the autonomy and/or independence of higher education
institutions has been added.
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European Parliament amendments

2.2.1. P a r l i a m e n t a m e n d m e n t s a d o p t e d b y t h e C o m m i s s i o n
The Commission adopted in full, in part or in essence 17 of the 38 Parliament
amendments. Those amendments are Nos 1, 2, 3, 5, 9 and 41, 11, 12, 13, 14, 15,
30, 31, 32, 33, 35 and 36.
2.2.2. P a r l i a m e n t a m e n d m e n t s a d o p t e d b y t h e C o u n c i l
The Council accepted in full, in part or in essence 13 of the amendments proposed
by the Parliament and adopted by the Commission. Those amendments are Nos 1,
2, 3, 5, 9 and 41, 11, 12, 13, 14, 30, 35 and 36.
2.2.3. P a r l i a m e n t a m e n d m e n t s n o t a d o p t e d b y t h e C o u n c i l
Apart from the amendments not adopted by the Commission, the Council did not
adopt the following amendments:
— Amendment 15
Reference
to
establishments

education

and

research

mandate

of

educational

The Council considered that the mention of research was inappropriate, since
not all educational establishments are involved in research,
— Amendment 31
Expansion and completion of existing structures for the creation of a
‘European quality assurance network’

The Council thought that it was for the Member States to decide if such
expansion was necessary,
— Amendments 32 and 33
Examples of exchange of information and experience and/or assistance

In the Council’s view, these examples are to be worked out by the competent
authorities.
III. CONCLUSIONS
The Council considers that its common position constitutes a balanced text which will
contribute to the development of quality education within the European Community by
encouraging cooperation between Member States.
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COMMON POSITION (EC) No 30/98
adopted by the Council on 23 March 1998
with a view to adopting Directive 98/. . ./EC of the European Parliament and of the Council on
in vitro diagnostic medical devices
(98/C 178/02)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF
THE EUROPEAN UNION,

individual Member States; whereas this Directive
lays down only such requirements as are necessary
and sufficient to ensure, under the best safety
conditions, free movement of the in vitro
diagnostic medical devices to which it applies;

Having regard to the Treaty establishing the European
Community, and in particular Article 100a thereof,

Having regard to the proposal from the Commission (1),

(4)

Whereas the harmonised provisions must be
distinguished from measures adopted by the
Member States to manage the funding of public
health and sickness insurance schemes relating
directly or indirectly to such devices; whereas,
therefore, the harmonised provisions do not affect
the ability of the Member States to implement such
measures provided that they comply with
Community law;

(5)

Whereas in vitro diagnostic medical devices should
provide patients, users and third parties with a
high level of health protection and attain the
performance levels originally attributed to them by
the manufacturer; whereas, therefore, maintenance
or improvement of the level of health protection
attained in the Member States is one of the main
objectives of this Directive;

(6)

Whereas, in accordance with the principles set out
in the Council resolution of 7 May 1985 on a new
approach to technical harmonisation and
standards (4),
rules
regarding
the
design,
manufacture and packaging of relevant products
must be confined to the provisions required to
meet the essential requirements; whereas, because
they are essential, such requirements should replace
the corresponding national provisions; whereas the
essential requirements, including requirements to
minimise and reduce risks, should be applied with
discretion, taking into account the technology and
practice at the time of design and technical and
economic considerations compatible with a high
level of protection of health and safety;

Having regard to the opinion of the Economic and Social
Committee (2),

Acting in accordance with the procedure laid down in
Article 189b of the Treaty (3),

(1)

(2)

(3)

Whereas measures should be adopted for the
smooth operation of the internal market; whereas
the internal market is an area without internal
frontiers in which the free movement of goods,
persons, services and capital is ensured;

Whereas the content and scope of the laws,
regulations and administrative provisions in force
in the Member States with regard to the safety,
health protection and performance, characteristics
and authorisation procedures for in vitro
diagnostic medical devices are different; whereas
the existence of such disparities creates barriers to
trade, and whereas the need to establish
harmonised rules has been confirmed by a
comparative survey of national legislations carried
out on behalf of the Commission;

Whereas the harmonisation of national legislation
is the only means of removing such barriers to free
trade and of preventing new barriers from arising;
whereas this objective cannot be achieved in a
satisfactory manner by other means by the

(1) OJ C 172, 7.7.1995, p. 21 and OJ C 87, 18.3.1997, p. 9.
(2) OJ C 18, 22.1.1996, p. 12.
(3) Opinion of the European Parliament of 12 March 1996 (OJ
C 96, 1.4.1996, p. 31), Council common position of 23
March 1998 and Decision of the European Parliament of . . .
(not yet published in the Official Journal).

(4) OJ C 136, 4.6.1985, p. 1.
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Whereas the major part of medical devices are
covered by Council Directive 90/385/EEC of 20
June 1990 on the approximation of laws relating
to active implantable medical devices (1) and
Council Directive 93/42/EEC of 14 June 1993
concerning medical devices (2) with the exclusion
of in vitro diagnostic medical devices; whereas this
Directive seeks to extend the harmonisation to in
vitro diagnostic medical devices and whereas, in
the interest of uniform Community rules, this
Directive is based largely on the provisions of the
said two Directives;

Whereas instruments, apparatus, appliances,
materials or other articles, including software,
which are intended to be used for research
purposes, without any medical objective, are not
regarded as devices for performance evaluation;

Whereas,
although
internationally
certified
reference materials and materials used for external
quality assessment schemes are not covered by this
Directive, calibrators and control materials needed
by the user to establish or verify performances of
devices are in vitro diagnostic medical devices;

(10)

Whereas, having regard to the principle of
subsidiarity, reagents which are produced within
health-institution laboratories for use in that
environment and are not subject to commercial
transactions are not covered by this Directive;

(11)

Whereas, however, devices that are manufactured
and intended to be used in a professional and
commercial context for purposes of medical
analysis without being marketed are subject to this
Directive;

(12)

Whereas
mechanical
laboratory
equipment
especially designed for in vitro diagnostic
examinations falls within the scope of this
Directive and whereas, therefore, in order to
harmonise the relevant directives, Council Directive
89/392/EEC of 14 June 1989 on the

(1) OJ L 189, 20.7.1990, p. 17. Directive as last amended by
Directive 93/68/EEC (OJ L 220, 30.8.1993, p. 1).
(2) OJ L 169, 12.7.1993, p. 1.
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approximation of the laws of the Member States
relating to machinery (3), should be appropriately
amended to bring it into line with this Directive;

(13)

Whereas this Directive should include requirements
regarding the design and manufacture of devices
emitting ionizing radiation; whereas this Directive
does not affect the application of Council Directive
96/29/Euratom of 13 May 1996 laying down basic
safety standards for the protection of the health of
workers and the general public against the dangers
arising from ionising radiation (4);

(14)

Whereas, since electromagnetic compatibility
aspects form an integral part of the essential
requirements of this Directive, Council Directive
89/336/EEC of 2 May 1989 on the approximation
of the laws of the Member States relating to
electromagnetic compatibility (5) does not apply;

(15)

Whereas, in order to ease the task of proving
conformity with the essential requirements and to
enable conformity to be verified, it is desirable to
have harmonised standards in respect of the
prevention of risks associated with the design,
manufacture and packaging of medical devices;
whereas such harmonised standards are drawn up
by private-law bodies and should retain their status
as non-mandatory texts; whereas, to this end, the
European Committee for Standardisation (CEN)
and the European Committee for Electrotechnical
Standardisation (Cenelec) are recognised as the
competent bodies for the adoption of harmonised
standards in accordance with the general guidelines
on cooperation between the Commission and those
two bodies signed on 13 November 1984;

(16)

Whereas, for the purpose of this Directive, a
harmonised standard is a technical specification
(European standard of harmonisation document)
adopted, on a mandate from the Commission, by
CEN or Cenelec or by both of those bodies in
accordance with Council Directive 83/189/EEC of
28 March 1983 laying down a procedure for the
provision of information in the field of technical
standards and regulations (6), and pursuant to the
abovementioned general guidelines;

(3) OJ L 183, 29.6.1989, p. 9. Directive as last amended
Directive 93/68/EEC (OJ L 220, 30.8.1993, p. 1).
(4) OJ L 159, 29.6.1996, p. 1.
(5) OJ L 139, 23.5.1989, p. 19. Directive as last amended
Directive 93/68/EEC (OJ L 220, 30.8.1993, p. 1).
(6) OJ L 109, 26.4.1983, p. 8. Directive as last amended
Commission Decision 96/139/EC (OJ L 32, 10.2.1996,
31).

by

by
by
p.
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(17)

Whereas, by way of exception to the general
principles, the drawing up of common technical
specifications takes account of a current practice in
some Member States whereby for selected devices
mainly used for the evaluation of the safety of
blood supply and of organ donation, such
specifications are adopted by the public authorities;
whereas it is appropriate that these particular
specifications should be replaced by common
technical specifications; whereas these common
technical specifications can be used for
performance evaluation and reevaluation;

(18)

Whereas scientific experts from various interested
parties could be involved in the drafting of
common technical specifications and in the
examination of other specific or general
questions;

(19)

(20)

(21)

(22)

Whereas it is necessary, essentially for the purpose
of the conformity assessment procedures, to group
in vitro diagnostic medical devices into two main
product classes; whereas, since the large majority
of such devices do not constitute a direct risk to
patients and are used by competently trained
professionals, and the results obtained can often be
confirmed by other means, the conformity
assessment procedures can be carried out, as a
general rule, under the sole responsibility of the
manufacturer; whereas, taking account of existing
national regulations and of notifications received
following the procedure laid down in Directive
83/189/EEC, the intervention of notified bodies is
needed only for defined devices, the correct
performance of which is essential to medical
practice and the failure of which can cause a
serious risk to health;

(23)

Whereas, among the in vitro diagnostic medical
devices for which intervention of a notified body is
required, the groups of products used in blood
transfusion and the prevention of AIDS and certain
types of hepatitis require a conformity assessment
guaranteeing, with a view to their design and
manufacture, an optimum level of safety and
reliability;

(24)

Whereas the list of in vitro diagnostic medical
devices to be subjected to third-party conformity
assessment needs updating, taking account of
technological progress and of developments in the
field of health protection; whereas such updating
measures must be taken in line with procedure
III(a) as laid down in Council Decision
87/373/EEC of 13 July 1987 laying down the
procedures for the exercise of implementing
powers conferred on the Commission (2);

(25)

Whereas an agreement on a modus vivendi
between the European Parliament, the Council and
the Commission concerning the implementing
measures for acts adopted in accordance with the
procedure laid down in Article 189b of the Treaty
was reached on 20 December 1994 (3);

(26)

Whereas medical devices should, as a general rule,
bear the CE marking indicating their conformity
with the provisions of this Directive to enable them
to move freely within the Community and to be
put into service in accordance with their intended
purpose;

Whereas manufacturing, as covered by this
Directive, also includes the packaging of the
medical device, insofar as such packaging is related
to the safety and performance aspects of this
device;

Whereas certain devices have a limited life owing
to the decline in their performance over time,
which is related, for example, to the deterioriation
in their physical or chemical properties, including
the sterility or integrity of the packaging; whereas
the manufacturer should determine and indicate
the period during which the device will perform as
intended; whereas the labelling should indicate the
date until which the device or one of its
components can be used with complete safety;

Whereas, in Decision 93/465/EEC of 22 July 1993
concerning the modules for the various phases of
the conformity assessment procedures and the rules
for the affixing and use of the CE conformity
marking, which are intended to be used in the
technical harmonisation directives (1), the Council
laid down harmonised conformity assessment
procedures; whereas the details added to these
modules are justified by the nature of the
verification required for in vitro diagnostic medical
devices and by the need for consistency with
Directives 90/385/EEC and 93/42/EEC;

(1) OJ L 220, 30.8.1993, p. 23.
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(2) OJ L 197, 18.7.1987, p. 33.
(3) OJ C 102, 4.4.1996, p. 1.
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Whereas manufacturers will be able, when the
intervention of a notified body is required, to
choose from a list of bodies published by the
Commission; whereas, although Member States do
not have an obligation to designate such notified
bodies, they must ensure that bodies designated as
notified bodies comply with the assessment criteria
laid down in this Directive;

(28)

Whereas the director and staff of the notified
bodies should not, themselves or through an
intermediary,
have
any
interest
in
the
establishments
subject
to
assessment
and
verification which is likely to compromise their
independence;

(29)

Whereas the competent authorities in charge of
market surveillance should be able, particularly in
emergencies, to contact the manufacturer or his
authorised representative established in the
Community, in order to take any protection
measures that should prove necessary; whereas
cooperation and exchange of information between
Member States are necessary with a view to
uniform application of this Directive, in particular
for the purpose of market surveillance; whereas to
that end it is necessary to establish and manage a
database containing data on manufacturers and
their authorised representatives, on devices placed
on the market, on certificates issued, suspended or
withdrawn, and on the vigilance procedure;
whereas a system of adverse incident reporting
(vigilance procedure) constitutes a useful tool for
surveillance of the market, including the
performance of new devices; whereas information
obtained from the vigilance procedure as well as
from external quality assessment schemes is useful
for decision-making on classification of devices;

(30)

(31)

Whereas, when a Member State considers that, as
regards a given product or group of products, it is
necessary, in order to protect health and safety
and/or ensure compliance with the imperatives of
public health, in accordance with Article 36 of the
Treaty, to prohibit or restrict their availability or
to subject it to special conditions, it may take any
transitional measures that are necessary and
justified; whereas, in such cases, the Commission
consults the interested parties and the Member
States and, if the national measures are justified,
adopts the necessary Community measures, in
accordance with procedure III(a) as laid down in
Decision 87/373/EEC;

Whereas this Directive covers in vitro diagnostic
medical devices manufactured from tissues, cells or
substances of human origin; whereas it does not

10.6.98

refer to the other medical devices manufactured
using substances of human origin; whereas,
therefore, work will have to continue in this
connection in order to produce Community
legislation as soon as possible;

(32)

Whereas, in view of the need to protect the
integrity of the human person during the sampling,
collection and use of substances derived from the
human body, it is appropriate to apply the
principles laid down in the Convention of the
Council of Europe for the protection of human
rights and dignity of the human being with regard
to the application of biology and medicine;
whereas, furthermore, national regulations relating
to ethics continue to apply;

(33)

Whereas, in the interests of overall consistency
between directives on medical devices, some of the
provisions of this Directive should be incorporated
into Directive 93/42/EEC, which needs to be
amended accordingly,

HAVE ADOPTED THIS DIRECTIVE:

Article 1
Scope, definitions
1. This Directive shall apply to in vitro diagnostic
medical devices and their accessories. For the purposes of
this Directive, accessories shall be treated as in vitro
diagnostic medical devices in their own right. Both in
vitro diagnostic medical devices and accessories shall
hereinafter be termed devices.

2. For the purposes of this Directive, the following
definitions shall apply:
(a) ‘medical device’ means any instrument, apparatus,
appliance, material or other article, whether used
alone or in combination, including the software
necessary for its proper application, intended by the
manufacturer to be used for human beings for the
purpose of:
— diagnosis, prevention, monitoring, treatment or
alleviation of disease,
— diagnosis, monitoring, treatment, alleviation or
compensation for an injury or handicap,
— investigation, replacement or modification of the
anatomy or of a physiological process,
— control of conception,
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and which does not achieve its principal intended
action in or on the human body by pharmacological,
immunological or metabolic means, but which may be
assisted in its function by such means;

(b) ‘in vitro diagnostic medical device’ means any medical
device which is a reagent, reagent product, calibrator,
control material, kit, instrument, apparatus,
equipment, or system, whether used alone or in
combination, intended by the manufacturer to be
used in vitro for the examination of specimens,
including blood and tissue donations, derived from
the human body, solely or principally for the purpose
of providing information:
— concerning a physiological or pathological state,
or
— concerning a congenital abnormality, or
— to determine the safety and compatibility with
potential recipients, or
— to monitor therapeutic measures.

Specimen receptacles are considered to be in vitro
diagnostic medical devices. ‘Specimen receptacles’ are
those devices, whether vacuum-type or not,
specifically intended by their manufacturers for the
primary containment and preservation of specimens
derived from the human body for the purpose of in
vitro diagnostic examination.

Products for general laboratory use are not in vitro
diagnostic medical devices unless such products, in
view of their characteristics, are specifically intended
by their manufacturer to be used for in vitro
diagnostic examination;

(c) ‘accessory’ means an article which, whilst not being
an in vitro diagnostic medical device, is intended
specifically by its manufacturer to be used together
with a device to enable that device to be used in
accordance with its intended purpose.

For the purposes of this definition, invasive sampling
devices or those which are directly applied to the
human body for the purpose of obtaining a specimen
within the meaning of Directive 93/42/EEC shall not
be considered to be accessories to in vitro diagnostic
medical devices;

(d) ‘device for self-testing’ means any device intended by
the manufacturer to be able to be used by lay persons
in a home environment;
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(e) ‘device for performance evaluation’ means any device
intended by the manufacturer to be subject to one or
more performance evaluation studies in laboratories
for medical analyses or in other appropriate
environments outside his own premises;

(f) ‘manufacturer’ means the natural or legal person with
responsibility for the design, manufacture, packaging
and labelling of a device before it is placed on the
market under his own name, regardless of whether
these operations are carried out by that person
himself or on his behalf by a third party.
The obligations of this Directive to be met by
manufacturers also apply to the natural or legal
person who assembles, packages, processes, fully
refurbishes and/or labels one or more ready-made
products and/or assigns to them their intended
purpose as devices with a view to their being placed
on the market under his own name. This
subparagraph does not apply to the person who,
while not a manufacturer within the meaning of the
first subparagraph, assembles or adapts devices
already on the market to their intended purpose for
an individual patient;

(g) ‘authorised representative’ means any natural or legal
person established in the Community who, explicitly
designated by the manufacturer, acts and may be
addressed by authorities and bodies in the
Community instead of the manufacturer with regard
to the latter’s obligations under this Directive;

(h) ‘intended purpose’ means the use for which the device
is intended according to the data supplied by the
manufacturer on the labelling, in the instructions for
use and/or in promotional materials;

(i) ‘placing on the market’ means the first making
available in return for payment or free of charge of a
device other than a device intended for performance
evaluation with a view to distribution and/or use on
the Community market, regardless of whether it is
new or fully refurbished;

(j) ‘putting into service’ means the stage at which a
device has been made available to the final user as
being ready for use on the Community market for the
first time for its intended purpose.

3. For the purposes of this Directive, calibration and
control materials refer to any substance, material or
article intended by their manufacturer either to establish
measurement relationships or to verify the performance
characteristics of a device in conjunction with the
intended use of that device.
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4. For the purposes of this Directive, the removal,
collection and use of tissues, cells and substances of
human origin shall be governed, in relation to ethics, by
the principles laid down in the Convention of the Council
of Europe for the protection of human rights and dignity
of the human being with regard to the application of
biology and medicine and by any Member States
regulations on this matter.

5. This Directive shall not apply to devices
manufactured and used only within the same health
institution and on the premises of their manufacture or
used on premises in the immediate vicinity without
having been transferred to another legal entity. This does
not affect the right of Member State to subject such
activities to appropriate protection requirements.
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their territory of devices bearing the CE marking
provided for in Article 16 if these devices have undergone
conformity assessment in accordance with Article 9.

2. Member States shall not create any obstacle to
devices intended for performance evaluation being made
available for that purpose to the laboratories or other
institutions listed in the statement referred to in Annex
VIII if they meet the conditions laid down in Article 9(4)
and Annex VIII.

6. This Directive shall not affect national laws which
provide for the supply of devices by a medical
prescription.

3. At trade fairs, exhibitions, demonstrations, scientific
or technical gatherings, etc. Member States shall not
create any obstacle to the showing of devices which do
not conform to this Directive, provided that such devices
are not used on specimens taken from the participants
and that a visible sign clearly indicates that such devices
cannot be marketed or put into service until they have
been made to comply.

7. This Directive is a specific directive within the
meaning of Article 2(2) of Directive 89/336/EEC, which
shall cease to apply to devices which have complied with
this Directive.

4. Member States may require the information to be
supplied pursuant to Annex I, part B, section 8 to be in
their official language(s) when a device reaches the final
user.

Article 2
Placing on the market and putting into service
Member States shall take all necessary steps to ensure
that devices may be placed on the market and/or put into
service only if they comply with the requirements laid
down in this Directive when duly supplied and properly
installed, maintained and used in accordance with their
intended purpose. This involves the obligation of
Member States to monitor the security and quality of
these devices. This Article applies also to devices made
available for performance evaluation.

Provided that safe and correct use of the device is
ensured, Member States may authorise the information
referred to in the first subparagraph to be in one or more
other official Community language(s).

In the application of this provision, Member States shall
take into account the principle of proportionality and, in
particular:
(a) whether the information can be supplied by
harmonised symbols or recognised codes or other
measures;
(b) the type of user anticipated for the device.

Article 3
Essential requirements
Devices must meet the essential requirements set out in
Annex I which apply to them, taking account of the
intended purpose of the devices concerned.

Article 4
Free movement
1. Member States shall not create any obstacle to the
placing on the market or the putting into service within

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

However, should one or more of these directives allow
the manufacturer, during a transitional period, to choose
which arrangements to apply, the CE marking shall
indicate that the devices fulfil the provisions only of those
directives applied by the manufacturer. In this case, the
particulars of these directives, as published in the Official
Journal of the European Communities, must be given in
the documents, notices or instructions required by the
directives and accompanying such devices.

10.6.98

Official Journal of the European Communities

EN

Article 5
Reference to standards
1. Member States shall presume compliance with the
essential requirements referred to in Article 3 in respect
of devices which are in conformity with the relevant
national standards transposing the harmonised standards
the reference numbers of which have been published in
the Official Journal of the European Communities;
Member States shall publish the reference numbers of
such national standards.

2. If a Member State or the Commission considers that
the harmonised standards do not entirely meet the
essential requirements referred to in Article 3, the
measures to be taken by the Member States with regard
to these standards and the publication referred to in
paragraph 1 of this Article shall be adopted by the
procedure defined in Article 6(2).
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committee shall deliver its opinion on the draft within a
time limit which the chairman may lay down according
to the urgency of the matter, if necessary by taking a
vote.

The opinion shall be recorded in the minutes; in addition,
each Member State shall have the right to ask to have its
position recorded in the minutes.

The Commission shall take the utmost account of the
opinion delivered by the committee. It shall inform the
committee of the manner in which its opinion has been
taken into account.

Article 7
Committee on Medical Devices

3. Member States shall presume compliance with the
essential requirements referred to in Article 3 in respect
of devices designed and manufactured in conformity with
common technical specifications drawn up for the devices
in List A of Annex II and, where necessary, the devices in
List B of Annex II. These specifications shall establish
appropriate performance evaluation and re-evaluation
criteria, batch release criteria, reference methods and
reference materials.

The common technical specifications shall be adopted in
accordance with the procedure mentioned in Article 7(2)
and be published in the Official Journal of the European
Communities.

Manufacturers shall as a general rule be required to
comply with the common technical specifications; if for
duly justified reasons manufacturers do not comply with
those specifications they must adopt solutions of a level
at least equivalent thereto.

Where, in this Directive, reference is made to harmonised
standards, this is also meant to refer to the common
technical specifications.

1. The Commission shall be assisted by the committee
set up by Article 6(2) of Directive 90/385/EEC.

2. The representative of the Commission shall submit to
the committee a draft of the measures to be taken. The
committee shall deliver its opinion on the draft within a
time limit which the chairman may lay down according
to the urgency of the matter. The opinion shall be
delivered by the majority laid down in Article 148(2) of
the Treaty in the case of decisions which the Council is
required to adopt on a proposal from the Commission.
The votes of the representatives of the Member States
within the committee shall be weighted in the manner set
out in that Article. The chairman shall not vote.

The Commission shall adopt the measures envisaged if
they are in accordance with the opinion of the
committee.

If the measures envisaged are not in accordance with the
opinion of the committee, or if no opinion is delivered,
the Commission shall, without delay, submit to the
Council a proposal relating to the measures to be taken.
The Council shall act by a qualified majority.

Article 6
Committee on Standards and Technical Regulations
1. The Commission shall be assisted by the committee
set up by Article 5 of Directive 83/189/EEC.

2. The representative of the Commission shall submit to
the committee a draft of the measures to be taken. The

If, on the expiry of a period of three months from the
date of referral to the Council, the Council has not acted,
the proposed measures shall be adopted by the
Commission.

3. The committee referred to in paragraph 1 may
examine any question connected with the implementation
of this Directive.
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Article 8
Safeguard clause

1. Where a Member State ascertains that the devices
referred to in Article 4(1), when correctly installed,
maintained and used for their intended purpose may
compromise the health and/or safety of patients, users or,
where applicable, other persons, or the safety of
property, it shall take all appropriate interim measures to
withdraw such devices from the market or prohibit or
restrict their being placed on the market or put into
service. The Member State shall immediately inform the
Commission of any such measures, indicating the reasons
for its decision and, in particular, whether noncompliance with this Directive is due to:
(a) failure to meet the essential requirements referred to
in Article 3;
(b) incorrect application of the standards referred to in
Article 5, insofar as it is claimed that the standards
have been applied;
(c) shortcomings in the standards themselves.

2. The Commission shall enter into consultation with
the parties concerned as soon as possible. Where, after
such consultation, the Commission finds that:
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4. The Commission shall ensure that the Member States
are kept informed of the progress and outcome of this
procedure.

Article 9
Conformity assessment procedures
1. For all devices other than those covered by Annex II
and devices for performance evaluation, the manufacturer
shall, in order to affix the CE marking, follow the
procedure referred to in Annex III and draw up the EC
declaration of conformity required before placing the
devices on the market.
For all devices for self-testing other than those covered by
Annex II and devices for performance evaluation, the
manufacturer shall, prior to the drawing up of the
aforementioned declaration of conformity, fulfil the
supplementary requirements set out in Annex III, point 6.
Instead of applying this procedure, the manufacturer may
follow the procedure referred to in paragraphs 2 or 3.
2. For all devices referred to in List A in Annex II other
than those intended for performance evaluation, the
manufacturer shall, in order to affix the CE marking
either:
(a) follow the procedure relating to the EC declaration of
conformity set out in Annex IV (full quality
assurance), or

— the measures are justified, it shall immediately so
inform the Member State which took the initiative
and the other Member States; where the decision
referred to in paragraph 1 is attributed to
shortcomings in the standards, the Commission shall,
after consulting the parties concerned, bring the
matter before the committee referred to in Article
6(1) within two months if the Member State which
has taken the decision intends to maintain it and shall
initiate the procedures referred to in Article 6; where
the measure referred to in paragraph 1 is attributed to
problems related to the contents or to the application
of the common technical specifications, the
Commission shall, after consulting the parties
concerned, bring the matter before the Committee
referred to in Article 7(1) within two months,

(b) follow the procedure relating to EC type-examination
set out in Annex V coupled with the procedure
relating to the EC declaration of conformity set out in
Annex VII (production quality assurance).

— the measures are unjustified, it shall immediately so
inform the Member State which took the initiative
and
the
manufacturer
or
his
authorised
representative.

(i) the procedure relating to EC verification set out in
Annex VI, or

3. Where a non-complying device bears the CE marking,
the competent Member State shall take appropriate
action against whomsoever affixed the marking and shall
inform the Commission and the other Member States
thereof.

3. For all devices referred to in List B in Annex II other
than those intended for performance evaluation, the
manufacturer shall for the purposes of affixing the CE
marking, follow either:
(a) the procedure relating to the EC declaration of
conformity set out in Annex IV (full quality
assurance) or
(b) the procedure relating to EC type-examination set out
in Annex V couplet with:

(ii) the procedure relating to the EC declaration of
conformity set out in Annex VII (production
quality assurance).
4. In the case of devices for performance evaluation, the
manufacturer shall follow the procedure referred to in
Annex VIII and draw up the statement set out in that
Annex before such devices are made available.
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This provision does not affect national regulations
relating to the ethical aspects of carrying out performance
evaluation studies using tissues or substances of human
origin.
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service, within the territory of the Member State
concerned, of individual devices for which the procedures
referred to in paragraphs 1 to 4 have not been carried
out and the use of which is in the interest of protection
of health.

5. During the conformity assessment procedure for a
device, the manufacturer and, if involved, the notified
body shall take account of the results of any assessment
and verification operations which, where appropriate,
have been carried out in accordance with this Directive at
an intermediate state of manufacture.

13. The provisions of this Article shall apply accordingly
to any natural or legal person who manufacturers devices
covered by this Directive and, without placing them on
the market, puts them into service and uses them in the
context of his professional activity.

6. The manufacturer may instruct his authorised
representative to initiate the procedures provided for in
Annexes III, V, VI and VIII.

Article 10

7. The manufacturer must keep the declaration of
conformity, the technical documentation referred to in
Annexes III to VIII, as well as the decisions, reports and
certificates, established by notified bodies, and make it
available to the national authorities for inspection
purposes for a period ending five years after the last
product has been manufactured. Where the manufacturer
is not established in the Community, the obligation to
make the aforementioned documentation available on
request applies to his authorised representative.

8. Where the conformity assessment procedure involves
intervention of a notified body, the manufacturer, or
authorised representative, may apply to a body of his
choice within the framework of tasks for which the body
has been notified.

9. The notified body may require, where duly justified,
any information or data, which is necessary for
establishing and maintaining the attestation of conformity
in view of the chosen procedure.

10. Decisions taken by the notified bodies in accordance
with Annexes III, IV, and V shall be valid for a
maximum of five years and may be extended on
application, made at a time agreed in the contract signed
by both parties, for further periods of up to five years.

11. The records and correspondence relating to the
procedures referred to in paragraphs 1 to 4 shall be in an
official language of the Member State in which the
procedures are carried out and/or in another Community
language acceptable to the notified body.

12. By way of derogation from paragraphs 1 to 4, the
competent authorities may authorise, on duly justified
request, the placing on the market and putting into

Registration of manufacturers and devises
1. Any manufacturer who places devices on the market
under his own name shall notify the competent
authorities of the Member State in which he has his
registered place of business:
— of the address of the registered place of business,
— of information relating to the reagents, reagent
products and calibration and control materials in
terms of common technological characteristics and/or
analytes and of any significant change thereto
including discontinuation of placing on the market;
for other devices, the appropriate indications,
— in the case of devices covered by Annex II and of
devices for self-testing, of all data allowing for
identification of such devices, the analytical and,
where appropriate, diagnostic parameters as referred
to in Annex I, part A, section 3, the outcome of
performance evaluation pursuant to Annex VIII,
certificates and any significant change thereto,
including discontinuation of placing on the market.

2. For devices covered by Annex II and for devices for
self-testing, Member States may request to be informed of
the data allowing identification together with the label
and the instructions for use when such devices are placed
on the market and/or put into service within their
territory.

3. Where a manufacturer who places devices on the
market under his own name does not have a registered
place of business in a Member State, he shall designate an
authorised representative. The authorised representative
shall notify the competent authorities of the Member
State in which he has his registered place of business of
all particulars as referred to in paragraph 1.

4. The notification referred to in paragraph 1 shall also
include any new device. In addition, where, in the context
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of such notification, a device notified, bearing the CE
marking, is a ‘new product’, the manufacturer shall
indicate this fact on his notification.

For the purposes of this Article, a device is ‘new’ if:
(a) there has been no such device continuously available
on the Community market during the previous three
years for the relevant analyte or other parameter;
(b) the procedure involves analytical technology not
continuously used in connection with a given analyte
or other parameter on the Community market during
the previous three years.

5. Member States shall take all necessary measures to
ensure that the notifications referred to in paragraphs 1
and 3 are registered immediately in the databank
described in Article 12. The procedures for implementing
this Article and in particular those referring to the
notification and the concept of significant change shall be
adopted in accordance with the procedure referred to in
Article 7.

6. Transitionally, pending the establishment of a
European databank accessible to the competent
authorities of the Member States and containing the data
relating to all devices available on the territory of the
Community, the manufacturer shall give such notification
to the competent authorities of each Member State
concerned by the placing on the market.
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2. Where a Member State requires medical practitioners,
the medical institutions or the organisers of external
quality assessment schemes to inform the competent
authorities of any incidents referred to in paragraph 1, it
shall take the necessary steps to ensure that the
manufacturer of the device concerned, or his authorised
representative, is also informed of the incident.
3. After carrying out an assessment, if possible together
with the manufacturer, Member States shall, without
prejudice to Article 8, immediately inform the
Commission and the other Member States of the
incidents referred to in paragraph 1 for which
appropriate measures, including possible withdrawal,
have been taken or are contemplated.
4. Where, in the context of notification referred to in
Article 10, a device notified, bearing the CE marking, is a
‘new’ product, the manufacturer shall indicate this fact
on his notification. The competent authority so notified
may at any time within the following two years and on
justified grounds, require the manufacturer to submit a
report relating to the experience gained with the device
subsequent to its being placed on the market.
5. The Member States shall on request inform the other
Member States of the details referred to in paragraphs 1
to 4. The procedures implementing this Article shall be
adopted in accordance with the procedure referred to in
Article 7(2).

Article 12
European databank

Article 11
Vigilance procedure

1. Member States shall take the necessary steps to
ensure that any information brought to their knowledge,
in accordance with the provisions of this Directive,
regarding the incidents mentioned below involving
devices bearing the CE marking is recorded and evaluated
centrally:
(a) any malfunction, failure or deterioration in the
characteristics and/or performance of a device, as well
as any inadequacy in the labelling or the instructions
for use which, directly or indirectly, might lead to or
might have led to the death of a patient, or user or of
other persons or to a serious deterioration in their
state of health;
(b) any technical or medical reason in relation to the
characteristics or performance of a device for the
reasons referred to in subparagraph (a), leading to
systematic recall of devices of the same type by the
manufacturer.

1. Regulatory data in accordance with this Directive
shall be stored in a European databank accessible to the
competent authorities to enable them to carry out their
tasks relating to this Directive on a well-informed basis.
The databank shall contain the following:
(a) data relating to registration of manufacturers and
devices in accordance with Article 10;
(b) data relating to certificates issued, modified,
supplemented, suspended, withdrawn or refused
according to the procedure as laid down in Annexes
III to VII;
(c) data obtained in accordance with the vigilance
procedure as defined in Article 11.
2. Data shall be forwarded in a standardised format.
3. The procedures implementing this Article shall be
adopted in accordance with the procedure laid down in
Article 7(2).
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Article 13
Particular health monitoring measures
Where a Member State considers, in relation to a given
product or group of products, that, in order to ensure
protection of health and safety and/or to ensure that
public health requirements are observed pursuant to
Article 36 of the Treaty, the availability of such products
should be prohibited, restricted or made subject to
particular requirements, it may take nay necessary and
justified transitional measures. It shall then inform the
Commission and all the other Member States, giving the
reasons for its decision. The Commission shall consult
the interested parties and the Member States and, where
the national measures are justified, adopt necessary
Community measures in accordance with the procedure
referred to in Article 7(2).

Article 14
Amendments to Annex II, and derogation clause
1. Where a Member State considers that:
(a) the list of devices in Annex II should be amended or
extended, or
(b) the conformity of a device or category of devices
should be established, by way of derogation from the
provisions of Article 9, by applying one or more given
procedures taken from amongst those referred to in
Article 9,
it shall submit a duly substantiated request to the
Commission and ask it to take the necessary measures.
The measures shall be adopted in accordance with the
procedure laid down in Article 7(2).
2. When a measure is to be taken in accordance with
paragraph 1, due consideration shall be given to:
(a) any relevant information available from the vigilance
procedures and from external quality assessment
schemes as referred to in Article 11;
(b) the following criteria:
(i)

whether total reliance has to be placed on the
result obtained with a given device, this result
having a direct impact on subsequent medical
action, and

(ii) whether action taken on the basis of an incorrect
result obtained using a given device could prove
to be hazardous to the patient, to a third party
or to the public, in particular as a consequence
of false positive or false negative results, and
(iii) whether the involvement of a notified body
would be conducive to establishing the
conformity of the device.
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3. The Commission shall inform the Member States of
the measures taken and, where appropriate, publish these
measures in the Official Journal of the European
Communities.

Article 15
Notified bodies
1. Member States shall notify the Commission and other
Member States of the bodies which they have designated
for carrying out the tasks pertaining to the procedures
referred to in Article 9 and the specific tasks for which
the bodies have been designated. The Commission shall
assign identification numbers to these bodies, hereinafter
referred to as ‘notified bodies’.
The Commission shall publish a list of the notified
bodies, together with the identification numbers it has
allocated to them and the tasks for which they have been
notified, in the Official Journal of the European
Communities. It shall ensure that the list is kept up to
date.
Member States shall not be obliged to designate a
notified body.
2. Member States shall apply the criteria set out in
Annex IX for the designation of bodies. Bodies that meet
the criteria laid down in the national standards which
transpose the relevant harmonised standards shall be
presumed to meet the relevant criteria.
3. Member States shall apply continual surveillance of
notified bodies to ensure ongoing compliance with the
criteria set out in Annex IX. A Member State that has
notified a body shall withdraw or restrict that
notification if it finds that the body no longer meets the
criteria referred to in Annex IX. It shall immediately
inform the other Member States and the Commission of
any withdrawal of notification or any restriction placed
on it.
4. The notified body and the manufacturer, or his
authorised representative established in the Community,
shall lay down, by common accord, the time limits for
completion of the assessment and verification operations
referred to in Annexes III to VII.
5. The notified body shall inform the other notified
bodies and the competent authority about all certificates
suspended or withdrawn and, on request, about
certificates issued or refused. It shall also make available,
on request, all additional relevant information.
6. Where a notified body finds that pertinent
requirements of this Directive have not been met or are
not longer met by the manufacturer or where a certificate
should not have been issued, it shall, taking account of
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the principle of proportionality, suspend or withdraw the
certificate issued or place any restrictions on it unless
compliance with such requirements is ensured by the
implementation of appropriate corrective measures by the
manufacturer. In the case of suspension or withdrawal of
the certificate or of any restriction placed on it or in cases
where an intervention of the competent authority may
become necessary, the notified body shall inform its
competent authority thereof. The Member State shall
inform the other Member States and the Commission.

7. The notified body shall, on request, supply all
relevant information and documents, including budgetary
documents, required to enable the Member State to verify
compliance with Annex IX requirements.
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(b) where non-compliance continues, the Member State
must take all appropriate measures to restrict or
prohibit the placing on the market of the product in
question or to ensure that it is withdrawn from the
market, in accordance with the procedure in Article
8.
2. The provisions stated in paragraph 1 shall also apply
where the CE marking has been affixed in accordance
with the procedures in this Directive, but inappropriately,
on products that are not covered by this Directive.

Article 18
Decisions in respect of refusal or restriction
1. Any decision taken pursuant to this Directive:

Article 16
CE marking

(a) to refuse or restrict the placing on the market or any
making available or putting into service of a device,
or
(b) to withdraw devices from the market,

1. Devices, other than devices for performance
evaluation, considered to meet the essential requirements
referred to in Article 3 must bear the CE marking of
conformity when they are placed on the market.

2. The CE marking of conformity, as shown in Annex
X, must appear in a visible, legible and indelible form on
the device, where practicable and appropriate, and on the
instructions for use. The CE marking of conformity must
also appear on the sales packaging. The CE marking shall
be accompanied by the identification number of the
notified body responsible for implementation of the
procedures set out in Annexes III, IV, VI and VII.

3. It is prohibited to affix marks or inscriptions which
are likely to mislead third parties with regard to the
meaning or the graphics of the CE marking. Any other
mark may be affixed to the device, to the packaging or to
the instruction leaflet accompanying the device provided
that the visibility and legibility of the CE marking is not
thereby reduced.

Article 17
Wrongly affixed CE marking

shall state the exact grounds on which it is based. Such
decisions shall be notified without delay to the party
concerned, who shall at the same time be informed of the
remedies available to him under the national law in force
in the Member State in question and of the time limits to
which such remedies are subject.
2. In the event of a decision as referred to in paragraph
1, the manufacturer or his authorised representative shall
have an opportunity to put forward his point of view in
advance, unless such consultation is not possible because
of the urgency of the measure to be taken as justified in
particular by public health requirements.

Article 19
Confidentiality
Without prejudice to national law and practice on
medical secrecy, Member States shall ensure that all the
parties involved in the application of this Directive are
bound to observe confidentiality with regard to
information obtained in carrying out their tasks. This
does not affect the obligations of Member State and
notified bodies with regard to mutual information and
the dissemination of warnings, nor the obligations of the
persons concerned to provide information under criminal
law.

1. Without prejudice to Article 8:
Article 20
(a) where a Member State establishes that the CE
marking has been wrongly affixed, the manufacturer
or his authorised representative shall be obliged to
end the infringement under conditions imposed by the
Member State;

Cooperation between Member States
Member States shall take appropriate measures to ensure
that
competent
authorities
charged
with
the
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implementation of this Directive cooperate with each
other and convey to each other the information necessary
to ensure application in compliance with this Directive.

Article 21
Amendment of directives

1. In Directive 89/392/EEC, the second indent of Article
1(3), ‘machinery for medical use, used in direct contact
with patients’ shall be replaced by ‘medical devices’.
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— point (i) shall be replaced by the following:
‘(i) “putting into service” means the stage at
which a device has been made available to
the final user as being ready for use on the
Community market for the first time for its
intended purpose;’,
— the following point shall be added:
‘(j) “authorised representative” means any
natural or legal person established in the
Community who, explicitly designated by the
manufacturer, acts and may be addressed by
authorities and bodies in the Community
instead of the manufacturer with regard to
the latter’s obligations under this Directive;’;

2. Directive 93/42/EEC is hereby amended as follows:

(a) in Article 1(2)
— point (c) shall be replaced by the following:
‘(c) “in vitro diagnostic medical device” means
any medical device which is a reagent,
reagent product, calibrator, control material,
kit, instrument, apparatus, equipment or
system, whether used alone or in
combination, intended by the manufacturer
to be used in vitro for the examination of
specimens, including blood and tissue
donations, derived from the human body,
solely or principally for the purpose of
providing information:
— concerning a physiological or pathological
state, or
— concerning a congenital abnormality, or
— to determine the safety and compatibility
with potential recipients, or
— to monitor therapeutic measures.
Specimen receptacles are considered to be in
vitro diagnostic medical devices. ‘Specimen
receptacles’ are those devices, whether
vacuum-type or not, specifically intended by
their manufacturers for the primary
containment and preservation of specimens
derived from the human body for the
purpose of in vitro diagnostic examination.
Products for general laboratory use are not in
vitro diagnostic medical devices unless such
products, in view of their characteristics, are
specifically intended by their manufacturer to
be
used
for
in
vitro
diagnostic
examination;’,

(b) Article 2 shall be replaced by the following:
‘Article 2
Placing on the market and putting into service
Member States shall take all necessary steps to ensure
that devices may be placed on the market and/or put
into service only if they comply with the requirements
laid down in this Directive when duly supplied and
properly installed, maintained and used in accordance
with their intended purpose.’;

(c) the following paragraph shall be added to Article
14(1):
‘For all medical devices of classes IIb and III, Member
States may request to be informed of all data allowing
for identification of such devices together with the
label and the instructions for use when such devices
are put into service within their territory.’;

(d) the following Articles shall be inserted:
‘Article 14a
European databank
1. Regulatory data in accordance with this Directive
shall be stored in a European database accessible to
the competent authorities to enable them to carry out
their tasks relating to this Directive on a
well-informed basis.
The databank shall contain the following:
(a) data relating to registration of manufacturers and
devices in accordance with Article 14;
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(b) data relating to certificates issued, modified,
supplemented, suspended, withdrawn or refused
according to the procedures, as laid down in
Annexes II to VII;

budgetary documents, required to enable the Member
State to verify compliance with Annex XI
requirements.’;

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

(f) the following paragraph shall be added to Article
18:

2. Data shall be forwarded in a standardised
format.
3. The procedures implementing this Article shall be
adopted in accordance with the procedure laid down
in Article 7(2).
Article 14b
Particular health monitoring measures
Where a Member State considers, in relation to a
given product or group of products, that, in order to
ensure protection of health and safety and/or to
ensure that public health requirements are observed
pursuant to Article 36 of the Treaty, the availability
of such products should be prohibited, restricted or
subjected to particular requirements, it may take any
necessary and justified transitional measures. It shall
then inform the Commission and all the other
Member States giving the reasons for its decision. The
Commission shall, whenever possible, consult the
interested parties and the Member States and, where
the national measures are justified, adopt necessary
Community measures in accordance with the
procedure referred to in Article 7(2);’;
(e) the following paragraphs shall be added to Article
16:
‘5. The notified body shall inform the other notified
bodies and the competent authority about all
certificates suspended or withdrawn and, on request,
about certificates issued or refused. It shall also make
available, on request, all additional relevant
information.
6. Where a notified body finds that pertinent
requirements of this Directive have not been met or
are not longer met by the manufacturer or where a
certificate should not have been issued, it shall, taking
account of the principle of proportionality, suspend
or withdraw the certificate issued or place any
restrictions on it unless compliance with such
requirements is ensured by the implementation of
appropriate corrective measures by the manufacturer.
In the case of suspension or withdrawal of the
certificate or of any restriction placed on it or in cases
where an intervention of the competent authority may
become necessary, the notified body shall inform its
competent authority thereof. The Member State shall
inform the other Member States and the
Commission.
7. The notified body shall, on request, supply all
relevant information and documents including

‘Those provisions shall also apply where the CE
marking has been affixed in accordance with the
procedures in this Directive, but inappropriately, on
products that are not covered by this Directive.’;
(g) in Article 22(4), the first subparagraph shall be
replaced by the following:
‘4. Member States shall accept:
— devices which conform to the rules in force in
their territory on 31 December 1994 being placed
on the market during a period of five years
following the adoption of this Directive, and
— the aforementioned devices being put into service
until 30 June 2001 at the latest.’;
(h) Annex II, section 6.2, Annex III, section 7.1, Annex
V, section 5.2 and Annex VI, section 5.2 shall be
deleted;
(i) in Annex XI, section 3 the following sentence shall be
inserted after the second sentence:
‘This presupposes the availability of sufficient
scientific staff within the organisation who possess
experience and knowledge sufficient to assess the
medical functionality and performance of devices for
which it has been notified, having regard to the
requirements of this Directive and, in particular, those
set out in Annex I.’.

Article 22
Implementation, transitional provisions
1. Member States shall adopt and publish the laws,
regulations and administrative provisions necessary to
comply with this Directive not later than . . . (1). They
shall immediately inform the Commission thereof.
Member States shall apply these provisions with effect
from . . . (2).
When Member States adopt these provisions, they shall
contain a reference to this Directive or shall be
accompanied by such a reference on the occasion of their
official publication. The methods of making such a
reference shall be laid down by the Member States.
(1) 12 months after the entry into force of this Directive.
(2) 18 months after the entry into force of this Directive.
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2. Member States shall communicate to the Commission
the texts of the main provisions of domestic law which
they adopt in the field governed by this Directive.

3. The Committee referred to in Article 7 may
undertake its tasks from the date of entry into force of
this Directive. The Member States may take the measures
referred to in Article 15 as from the entry force of this
Directive.

4. Member States shall take the necessary action to
ensure that the notified bodies which are responsible
pursuant to Article 9 for conformity assessment take
account of any relevant information regarding the
characteristics and performance of such devices, including
in particular the results of any relevant test and
verification already carried out under pre-existing
national law, regulations or administrative provisions in
respect of such devices.

5. During a period of five years following the entry into
force of this Directive, Member States shall accept the
placing on the market of devices which conform to the
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rules in force in their territory on the date on which this
Directive enters into force. For an additional period of
two years, the said devices may be put into service.

Article 23
This Directive shall enter into force on the day of its
publication in the Official Journal of the European
Communities.

Article 24
This Directive is addressed to the Member States.

Done at . . .
For the European Parliament

For the Council

The President

The President
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ANNEX I

ESSENTIAL REQUIREMENTS

A. GENERAL REQUIREMENTS
1.

The devices must be designed and manufactured in such a way that, when used under the
conditions and for the purposes intended, they will not compromise, directly or indirectly, the
clinical condition or the safety of the patients, the safety or health of users or, where applicable,
other persons, or the safety of property. Any risks which may be associated with their use must
be acceptable when weighed against the benefits to the patient and be compatible with a high
level of protection of health and safety.

2.

The solutions adopted by the manufacturer for the design and construction of the devices must
conform to safety principles, taking account of the generally acknowledged state of the art.
In selecting the most appropriate solutions, the manufacturer must apply the following principles
in the following order:
— eliminate or reduce risks as far as possible (inherently safe design and construction),
— where appropriate take adequate protection measures in relation to risks that cannot be
eliminated,
— inform users of the residual risks due to any shortcomings of the protection measures
adopted.

3.

The devices must be designed and manufactured in such a way that they are suitable for the
purposes referred to in Article 1(2)(b), as specified by the manufacturer, taking account of the
generally acknowledged state of the art. They must achieve the performances, in particular,
where appropriate, in terms of analytical sensitivity, diagnostic sensitivity, analytical specificity,
diagnostic specificity, accuracy, repeatability, reproducibility, including control of known relevant
interference, and limits of detection, stated by the manufacturer.
The traceability of values assigned to calibrators and/or control materials must be assured
through available reference measurement procedures and/or available reference materials of a
higher order.

4.

The characteristics and performances referred to in Sections 1 and 3 must not be adversely
affected to such a degree that the health or the safety of the patient or the user and, where
applicable, of other persons, are compromised during the lifetime of the device as indicated by
the manufacturer, when the device is subjected to the stresses which can occur during normal
conditions of use. When no lifetime is stated, the same applies for the lifetime reasonably to be
expected of a device of that kind, having regard to the intended purpose and the anticipated use
of the device.

5.

The devices must be designed, manufactured and packed in such a way that their characteristics
and performances during their intended use will not be adversely affected under storage and
transport conditions (temperature, humidity, etc.) taking account of the instructions and
information provided by the manufacturer.

B. DESIGN AND MANUFACTURING REQUIREMENTS
1.

Chemical and physical properties

1.1.

The devices must be designed and manufactured in such a way as to achieve the characteristics
and performances referred to in section A on the ‘General requirements’. Particular attention
must be paid to the possibility of impairment of analytical performance due to incompatibility
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between the materials used and the specimens (such as biological tissues, cells, body fluids and
micro-organisms) intended to be used with the device, taking account of its intended purpose.

1.2.

The devices must be designed, manufactured and packed in such a way as to reduce as far as
possible the risk posed by product leakage, contaminants and residues to the persons involved in
the transport, storage and use of the devices, taking account of the intended purpose of the
products.

2.

Infection and microbial contamination

2.1.

The devices and their manufacturing processes must be designed in such a way as to eliminate or
reduce as far as possible the risk of infection to the user or other persons. The design must allow
easy handling and, where necessary, reduce as far as possible contamination of, and leakage
from, the device during use and, in the case of specimen receptacles, the risk of contamination of
the specimen. The manufacturing processes must be appropriate for these purposes.

2.2.

Where a device incorporates biological substances, the risks of infection must be reduced as far
as possible by selecting appropriate donors and appropriate substances and by using appropriate,
validated inactivation, conservation, test and control procedures.

2.3.

Devices labelled either as ‘STERILE’ or as having a special microbiological state must be
designed, manufactured and packed in an appropriate pack, according to procedures suitable for
ensuring that they remain in the appropriate microbiological state indicated on the label when
placed on the market, under the storage and transport conditions specified by the manufacturer,
until the protective packaging is damaged or opened.

2.4.

Devices labelled either as ‘STERILE’ or as having a special microbiological state must have been
processed by an appropriate, validated method.

2.5.

Packaging systems for devices other than those referred to in section 2.3 must keep the product
without deterioration at the level of cleanliness indicated by the manufacturer and, if the devices
are to be sterilised prior to use reduce as far as possible the risk of microbial contamination.
Steps must be taken to reduce as far as possible microbial contamination during selection and
handling of raw materials, manufacture, storage and distribution where the performance of the
device can be adversely affected by such contamination.

2.6.

Devices intended to be sterilised must be manufactured in appropriately controlled (e.g.
environmental) conditions.

2.7.

Packaging systems for non-sterile devices must keep the product without deterioration at the level
of cleanliness stipulated and, if the devices are to be sterilised prior to use, minimise the risk of
microbial contamination; the packaging system must be suitable taking account of the method of
sterilisation indicated by the manufacturer.

3.

Manufacturing and environmental properties

3.1.

If the device is intended for use in combination with other devices or equipment, the whole
combination, including the connection system, must be safe and must not impair the specified
performances of the devices. Any restrictions on use must be indicated on the label and/or in the
instructions for use.

3.2.

Devices must be designed and manufactured in such a way as to reduce as far as possible the
risks linked to their use in conjunction with materials, substances and gases with which they may
come into contact during normal conditions of use.
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Devices must be designed and manufactured in such a way as to remove or reduce as far as
possible:
— the risk of injury linked to their physical features (in particular aspects of volume x pressure,
dimension and, where appropriate, ergonomic features),
— risks linked to reasonably foreseeable external influences, such as magnetic fields, external
electrical effects, electrostatic discharge, pressure, humidity, temperature or variations in
pressure or acceleration or accidental penetration of substances into the device.
Devices must be designed and manufactured in such a way as to provide an adequate level of
intrinsic immunity of electromagnetic disturbance to enable them to operate as intended.

3.4.

Devices must be designed and manufactured in such a way as to reduce as far as possible the
risks of fire or explosion during normal use and in single fault condition. Particular attention
must be paid to devices whose intended use includes exposure to or use in association with
flammable substances or substances which could cause combustion.

3.5.

Devices must be designed and manufactured in such a way as to facilitate the management of
safe waste disposal.

3.6.

The measuring, monitoring or display scale (including colour change and other visual indicators)
must be designed and manufactured in line with ergonomic principles, taking account of the
intended purpose of the device.

4.

Devices which are instruments or apparatus with a measuring function

4.1.

Devices which are instruments or apparatus having a primary analytical measuring function must
be designed and manufactured in such a way as to provide adequate stability and accuracy of
measurement within appropriate accuracy limits, taking into account the intended purpose of the
device and of available and appropriate reference measurement procedures and materials. The
accuracy limits have to be specified by the manufacturer.

4.2.

When values are expressed numerically, they must be given in legal units conforming to the
provisions of Council Directive 80/181/EEC of 20 December 1979 on the approximation of the
laws of the Member States relating to units of measurement (1).

5.

Protection against radiation

5.1.

Devices shall be designed, manufactured and packaged in such a way that exposure of users and
other persons to the emitted radiation is minimised.

5.2.

When devices are intended to emit potentially hazardous, visible and/or invisible radiation, they
must as far as possible be:
— designed and manufactured in such a way as to ensure that the characteristics and the
quantity of radiation emitted can be controlled and/or adjusted,
— fitted with visual displays and/or audible warnings of such emissions.

5.3.

The operating instructions for devices emitting radiation must give detailed information as to the
nature of the emitted radiation, means of protecting the user, and on ways of avoiding misuse
and of eliminating the risks inherent in installation.

6.

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

6.1.

Devices incorporating electronic programmable systems, including software, must be designed to
ensure the repeatability, reliability and performance of these systems according to the intended
use.

(1) OJ L 39, 15.2.1980, p. 40. Directive as last amended by Directive 89/617/EEC (OJ L 357, 7.12.1989, p. 28).
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6.2.

Devices must be designed and manufactured in such a way as to minimise the risks of creating
electromagnetic perturbation which could impair the operation of other devices or equipment in
the usual environment.

6.3.

Devices must be designed and manufactured in such a way as to avoid, as far as possible, the risk
of accidental electric shocks during normal use and in single fault condition, provided the devices
are installed and maintained correctly.

6.4.

Protection against mechanical and thermal risks

6.4.1. Devices must be designed and manufactured in such a way as to protect the user against
mechanical risks. Devices must be sufficiently stable under the foreseen operating conditions.
They must be suitable to withstand stresses inherent in the foreseen working environment, and to
retain this resistance during the expected life of the devices, subject to any inspection and
maintenance requirements as indicated by the manufacturer.
Where there are risks due to the presence of moving parts, risks due to break-up or detachment,
or leakage of substances, then appropriate protection means must be incorporated.
Any guards or other means included with the device to provide protection, in particular against
moving parts, must be secure and must not interfere with access for the normal operation of the
device, or restrict routine maintenance of the device as intended by the manufacturer.
6.4.2. Devices must be designed and manufactured in such a way as to reduce to the lowest possible
level the risks arising from vibration generated by the devices, taking account of technical
progress and of the means available for limiting vibrations, particularly at source, unless the
vibrations are part of the specified performance.
6.4.3. Devices must be designed and manufactured in such a way as to reduce as far as possible the
risks arising from the noise emitted, taking account of technical progress and of the means
available to reduce noise, particularly at source, unless the noise emitted is part of the specified
performance.
6.4.4. Terminals and connectors to electricity, gas or hydraulic and pneumatic energy supplies which
the user has to handle must be designed and manufactured in such a way as to minimise all
possible risks.
6.4.5. Accessible parts of the devices (excluding the parts of areas intended to supply heat or reach
given temperatures) and their surroundings must not attain potentially dangerous temperatures
under normal use.

7.

Requirements for devices for self-testing
Devices for self-testing must be designed and manufactured in such a way that they perform
appropriately for their intended purpose taking into account the skills and the means available to
users and the influence resulting from variation that can reasonably be anticipated in user’
technique and environment. The information and instructions provided by the manufacturer
should be easily understood and applied by the user.

7.1.

Devices for self-testing must be designed and manufactured in such a way as to:
— ensure that the device is easy to use by the intended lay-user at all stages of the procedure,
and
— reduce as far as practicable the risk of users error in the handling of the device and in the
interpretation of the results.

7.2.

Devices for self-testing must, where reasonably possible, include user control, i.e. a procedure by
which the user can verify that, at the time of use, the product will perform as intended.

8.

Information supplied by the manufacturer

8.1.

Each device must be accompanied by the information needed to use it safely and properly, taking
account of the training and knowledge of the potential users, and to identify the manufacturer.
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This information comprises the data on the label and in the instructions for use.
As far as practicable and appropriate, the information needed to use the device safely and
properly must be set out on the device itself and/or, where appropriate, on the sales packaging. If
individual full labelling of each unit is not practicable, the information must be set out on the
packaging and/or in the instructions for use supplied with one or more devices.
Instructions for use must accompany or be included in the packaging of one or more devices.
In duly justified and exceptional cases no such instructions for use are needed for a device if it
can be used properly and safely without them.

8.2.

Where appropriate, the information to be supplied should take the form of symbols. Any symbol
and identification colour used must conform to the harmonised standards. In areas for which no
standards exist, the symbols and colour used must be described in the documentation supplied
with the device.

8.3.

In the case of devices containing or a preparation which may be considered as being dangerous,
taking account of the nature and quantity of its constituents and the form under which they are
present, relevant danger symbols and labelling requirements of Directive 67/548/EEC (1) and
Directive 88/379/EEC (2) shall apply. Where there is insufficient space to put all the information
on the device itself or on its label, the relevant danger symbols shall be put on the label and the
other information required by those Directives shall be given in the instructions for use.
The provisions of the aforementioned Directives on the safety data sheet shall apply, unless all
relevant information as appropriate is already made available by the instructions for use.

8.4.

The label must bear the following particulars which may take the form of symbols as
appropriate:
(a) the name or trade name and address of the manufacturer. For devices imported into the
Community with a view to their distribution in the Community, the label, the outer
packaging, or the instructions for use shall contain in addition the name and address of the
authorised representative of the manufacturer;
(b) the details strictly necessary for the user to uniquely identify the device and the contents of
the packaging;
(c) where appropriate, the word ‘STERILE’ or a statement indicating any special microbiological
state or state of cleanliness;
(d) the batch code, preceded by the word ‘LOT’, or the serial number;
(e) if necessary, an indication of the date by which the device or part of it should be used, in
safety, without degradation of performance, expressed as the year, the month and, where
relevant, the day, in that order;
(f) in case of devices for performance evaluation, the words ‘for performance evaluation only’;
(g) where appropriate, a statement indicating the in vitro use of the device;
(h) any particular storage and/or handling conditions;
(i) where applicable, any particular operating instructions;

(1) Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative
provisions relating to the classification, packaging and labelling of dangerous substances (OJ 196, 16.8.1967, p. 1).
Directive as last amended by Commission Directive 97/69/EC (OJ L 343, 13.12.1997, p. 19).
2
( ) Council Directive 88/379/EEC of 7 June 1988 on the approximation of the laws, regulations and administrative
provisions of the Member States relating to the classification, packaging and labelling of dangerous preparations (OJ L
187, 16.7.1988, p. 14). Directive as last amended by Commission Directive 96/65/EC (OJ L 265, 18.10.1996, p.
15).
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(j) appropriate warnings and/or precautions to take;
(k) if the device is intended for self-testing, that fact must be clearly stated.

8.5.

If the intended purpose of the device is not obvious to the user, the manufacturer must clearly
state the intended purpose in the instructions for use and, if appropriate, on the label.

8.6.

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

8.7.

Where appropriate, the instructions for use must contain the following particulars:
(a) the details referred to in section 8.4 with the exception of points (d) and (e);
(b) composition of the reagent product by nature and amount or concentration of the active
ingredient(s) of the reagent(s) or kit as well as a statement, where appropriate, that the device
contains other ingredients which might influence the measurement;
(c) the storage conditions and shelf life following the first opening of the primary container,
together with the storage conditions and stability of working reagents;
(d) the performances referred to in section 3 of part A;
(e) an indication of any special equipment required including information necessary for the
identification of that special equipment for proper use;
(f) the type of specimen to be used, any special conditions of collection, pre-treatment and, if
necessary, storage conditions and instructions for the preparation of the patient;
(g) a detailed description of the procedure to be followed in using the device;
(h) the measurement procedure to be followed with the device including as appropriate:
— the principle of the method,
— the specific analytical performance characteristics (e.g. sensitivity, specificity, accuracy,
repeatability, reproducibility, limits of detection and measurement range, including
information needed for the control of known relevant interferences), limitations of the
method and information about the use of available reference measurement procedures and
materials by the user,
— the details of any further procedure or handling needed before the device can be used (for
example, reconstitution, incubation, dilution, instrument checks, etc.),
— the indication whether any particular training is required;
(i) the mathematical approach upon which the calculation of the analytical result is made;
(j) measures to be taken in the event of changes in the analytical performance of the device;
(k) information appropriate to users on:
— internal quality control including specific validation procedures,
— the traceability of the calibration of the device;
(l) the reference intervals for the quantities being determined, including a description of the
appropriate reference population;
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(m) if the device must be used in combination with or installed with or connected to other
medical devices or equipment in order to operate as required for its intended purpose,
sufficient details of its characteristics to identify the correct devices or equipment to use in
order to obtain a safe and proper combination;
(n) all the information needed to verify whether the device is properly installed and can operate
correctly and safely, plus details of the nature and frequency of the maintenance and
calibration needed to ensure that the device operates properly and safely; information about
safe waste disposal;
(o) details of any further treatment or handling needed before the device can be used (for
example, sterilisation, final assembly, etc.);
(p) the necessary instructions in the event of damage to the protective packaging and details of
appropriate methods of resterilisation or decontamination;
(q) if the device is reusable, information on the appropriate processes to allow reuse, including
cleaning, disinfection, packaging and resterilisation or decontamination, and any restriction
on the number of reuses;
(r) precautions to be taken as regards exposure, in reasonably foreseeable environmental
conditions, to magnetic fields, external electrical influences, electrostatic discharge, pressure
or variations in pressure, acceleration, thermal ignition sources, etc.;
(s) precautions to be taken against any special, unusual risks related to the use or disposal of the
device including special protective measures; where the device includes substances of human
or animal origin, attention must be drawn to their potential infectious nature;
(t) specifications for devices for self-testing:
— the results need to be expressed and presented in a way that is readily understood by a lay
person; information needs to be provided with advice to the user on action to be taken (in
case of positive, negative or indeterminate result) and on the possibility of false positive or
false negative result,
— specific particulars may be omitted provided that the other information supplied by the
manufacturer is sufficient to enable the user to use the device and to understand the
result(s) produced by the device,
— the information provided must include a statement clearly directing that the user should
not take any decision of medical relevance without first consulting his or her medical
practitioner,
— the information must also specify that when the device for self-testing is used for the
monitoring of an existing disease, the patient should only adapt the treatment if he has
received the appropriate training to do so;
(u) date of issue or latest revision of the instructions for use.
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ANNEX II

LIST OF DEVICES REFERRED TO IN ARTICLE 9(2) AND (3)

List A
— Reagents and reagent products, including related calibrators and control materials, for determining the
following blood groups: ABO system, rhesus (C, c, D, E, e) anti-Kell,
— reagents and reagent products, including related calibrators and control materials, for the detection,
confirmation and quantification in human specimens of markers of HIV infection (HIV 1 and 2), HTLV
I and II, and hepatitis B, C and D.

List B
— reagents and reagent products, including related calibrators and control materials, for determining the
following blood groups: anti-Duffy and anti-Kidd,
— reagents and reagent products, including related calibrators and control materials, for determining
irregular anti-erythrocytic antibodies,
— reagents and reagent products, including related calibrators and control materials, for the detection and
quantification in human samples of the following congenital infections: rubella, toxoplasmosis,
— reagents and reagent products, including related calibrators and control materials, for diagnosing the
following hereditary disease: phenylketonuria,
— reagents and reagent products, including related calibrators and control materials, for determining the
following human infections: cytomegalovirus, chlamydia,
— reagents and reagent products, including related calibrators and control materials, for determining the
following HLA tissue groups: DR, A, B,
— reagents and reagent products, including related calibrators and control materials, for determining the
following tumoral marker: PSA,
— the following device for self-diagnosis, including its related calibrators and control materials: device for
the measurement of blood sugar.
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ANNEX III

EC DECLARATION OF CONFORMITY

1.

The EC declaration of conformity is the procedure whereby the manufacturer or his authorised
representative who fulfils the obligations imposed by section 2 to 5 and additionally, in the case of
devices for self-testing, the obligations imposed by section 6, ensures and declares that the products
concerned meet the provisions of this Directive which apply to them. The manufacturer must affix the
CE marking in accordance with Article 16.

2.

The manufacturer must prepare the technical documentation described in section 3 and ensure that
the manufacturing process follows the principles of quality assurance as set out in section 4.

3.

The technical documentation must allow assessment of the conformity of the product with the
requirements of the Directive. It must include in particular:
— a general description of the product, including any variants planned,
— the documentation of the quality system,
— design information, including the determination of the characteristics of the basic materials,
characteristics and limitation of the performance of the devices, methods of manufacture and, in
the case of instruments, design drawings, diagrams of components, sub-assemblies, circuits, etc.,
— in the case of devices containing tissues of human origin or substances derived from such tissue,
information on the origin of such material and on the conditions in which it was collected,
— the descriptions and explanations necessary to understand the abovementioned characteristics,
drawings and diagrams and the operation of the product,
— the results of the risk analysis and, where appropriate, 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 of the Directive if the standards referred to in Article 5 have not been applied in
full,
— in the case of sterile products or products with a special microbiological state or state of
cleanliness, a description of the procedures used,
— the results of the design calculations and of the inspections carried out, etc.,
— if the device is to be combined with other device(s) in order to operate as intended, proof must be
provided that it conforms to the essential requirements when combined with any such device(s)
having the characteristics specified by the manufacturer,
— the test reports,
— adequate performance evaluation data showing the performances claimed by the manufacturer and
supported by a reference measurement system (when available), with information on the reference
methods, the reference materials, the known reference values, the accuracy and measurement units
used; such data should originate from studies in a clinical or other appropriate environment or
result from relevant biographical references,
— the labels and instructions for use,
— the results of stability studies.

4.

The manufacturer shall take necessary measures to ensure that the manufacturing process follows the
principles of quality assurance as appropriate for the products manufactured.
The system shall address:
— the organisational structure and responsibilities,
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— the manufacturing processes and systematic quality control of production,
— the means to monitor the performance of the quality system.
5.

The manufacturer shall institute and keep up to date a systematic procedure to review experience
gained from devices in the post-production phase and to implement appropriate means to apply any
necessary corrective actions, taking account of the nature and risks in relation to the product. He shall
notify the competent authorities of the following incidents immediately on learning of them:
(i) any malfunction, failure or deterioration in the characteristics and/or performance of a device, as
well as any inadequacy in the labelling or the instructions for use which, directly or indirectly,
might lead to, or might have led to, the death of a patient or user or other persons or to a serious
deterioration in his or their state of health;
(ii) any technical or medical reason connected with the characteristics or the performance of a device
for the reasons referred to in subparagraph (i) above leading to systematic recall of devices of the
same type by the manufacturer.

6.

For devices for self-testing the manufacturer shall lodge an application for examination of the design
with a notified body.

6.1. The application shall enable the design of the device to be understood and shall enable conformity
with the design-related requirements of the directive to be assessed.
It shall include:
— test reports including, where appropriate, results of studies carried out with lay persons,
— data showing the handling suitability of the device in view of its intended purpose for
self-testing,
— the information to be provided with the device on its label and its instructions for use.
6.2. The notified body shall examine the application and, if the design conforms to the relevant provisions
of this Directive shall issue the applicant with an EC design-examination certificate. The notified body
may require the application to be completed by further tests or proof to allow assessment of
conformity with the design-related requirements of the Directive. The certificate shall contain the
conclusions of the examination, the conditions of validity, the data needed for identification of the
approved design and, where appropriate, a description of the intended purpose of the product.
6.3. The applicant shall inform the notified body which issued the EC design-examination certificate of
any significant change made to the approved design. Changes to the approved design must receive
further approval from the notified body which issued the EC design-examination certificate wherever
the changes could affect conformity with the essential requirements of the Directive or with the
conditions prescribed for use of the product. This additional approval shall take the form of a
supplement to the EC design-examination certificate.
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ANNEX IV

EC DECLARATION OF CONFORMITY
(FULL QUALITY ASSURANCE SYSTEM)
1.

The manufacturer must ensure application of the quality system approved for the design, manufacture
and final inspection of the devices concerned, as specified in section 3, and is subject to audit as laid
down in section 3.3 and to the surveillance as specified in section 5. In addition, the manufacturer
must follow, for devices covered by Annex II, List A, the procedures laid down in sections 4 and
6.

2.

The declaration of conformity is the procedure whereby the manufacturer who fulfils the obligations
imposed by section 1 ensures and declares that the devices concerned meet the provisions of this
Directive which apply to them.
The manufacturer shall affix the CE marking in accordance with Article 16 and shall draw up a
declaration of conformity covering the devices concerned.

3.

Quality system

3.1. The manufacturer must lodge an application for assessment of his quality system with a notified
body.
The application must include:
— the name and address of the manufacturer and any additional manufacturing site covered by the
quality system,
— adequate information on the device or device category covered by the procedure,
— a written declaration that no such application has been lodged with any other notified body for
the same device-related quality system,
— the documentation on the quality system,
— an undertaking by the manufacturer to fulfil the obligations imposed by the quality system
approved,
— an undertaking by the manufacturer to keep the approved quality system adequate and
efficacious,
— an undertaking by the manufacturer to institute and keep up to date a systematic procedure to
review experience gained from devices in the post production phase and to implement appropriate
means to apply any necessary corrective action and notification as referred to in Annex III, section
5.
3.2. Application of the quality system must ensure that the devices conform to the provisions of this
Directive which apply to them at every stage, from design to final inspection. All the elements,
requirements and provisions adopted by the manufacturer for his quality system must be documented
in a systematic and orderly manner in the form of written policies and procedures, such as quality
programmes, quality plans, quality manuals and quality records.
It shall include in particular an adequate description of:
(a) the manufacturer’s quality objectives;
(b) the organisation of the business and in particular:
— the organisational structures, the responsibilities of the managerial staff and their
organisational authority where quality of design and manufacture of the devices is
concerned,
— the methods of monitoring the efficient operation of the quality system and in particular its
ability to achieve the desired quality of design and of product, including control of devices
which fail to conform;
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(c) the procedures for monitoring and verifying the design of the devices and in particular:
— a general description of the device, including any variants planned,
— all documentation referred to in Annex III, section 3, indents 3 to 13,
— in the case of devices for self-testing, the information referred to in Annex III, section 6.1,
— the techniques used to control and verify the design and the processes and systematic measures
which will be used when the devices are being designed;
(d) the inspection and quality assurance techniques at the manufacturing stage and in particular:
— the processes and procedures which will be used, particularly as regards sterilisation,
— the procedures in relation to purchasing,
— the product identification procedures drawn up and kept up to date from drawings,
specifications or other relevant documents at every stage of manufacture;
(e) the appropriate tests and trials which will be carried out before, during and after manufacture, the
frequency with which they will take place, and the test equipment used; it must be possible to
trace back the calibration;
The manufacturer shall carry out the required controls and tests according to the latest state of art.
The controls and tests shall cover the manufacturing process including the characterisation of the raw
material and the individual devices or each batch of devices manufactured.
In testing the devices covered by Annex II, List A, the manufacturer shall take into account the most
recent available information, in particular as regards the biological complexity and variability of the
specimens to be tested with the in vitro device concerned.
3.3. The notified body must audit the quality system to determine whether it meets the requirements
referred to in section 3.2. It must presume that quality systems which implement the relevant
harmonised standards conform to the requirements.
The assessment team must have experience of assessments of the technology concerned. The
assessment procedure must include an inspection on the manufacturer’s premises and, in duly
substantiated cases, on the premises of the manufacturer’s suppliers and/or subcontractors to inspect
the manufacturing processes.
The decision shall be notified to the manufacturer. It must contain the conclusions of the inspection
and a reasoned assessment.
3.4. The manufacturer must inform the notified body which approved the quality system of any plan for
substantial changes to the quality system or the product-range covered.
The notified body must assess the changes proposed and verify whether after these changes the quality
system still meets the requirements referred to in section 3.2. It must notify the manufacturer of its
decision. This decision must contain the conclusions of the inspection and a reasoned assessment.

4.

Examination of the design of the product

4.1. For devices covered by Annex II, List A, in addition to the obligations imposed by section 3, the
manufacturer must lodge with the notified body an application for examination of the design dossier
relating to the device which he plans to manufacture and which falls into the category referred to in
section 3.1.
4.2. The application must describe the design, manufacture and performances of the device in question. It
must include the documents needed to assess whether the device conforms to the requirements of this
Directive, as referred to in section 3.2(c).
4.3. The notified body must examine the application and, if the device conforms to the relevant provisions
of the Directive, issue the application with an EC design-examination certificate. The notified body
may require the application to be completed by further tests or proof to allow assessment of
conformity with the requirements of the Directive. The certificate must contain the conclusions of the
examination, the conditions of validity, the data needed for the identification of the approved design
and, where appropriate, a description of the intended purpose of the device.
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4.4. Changes to the approved design must receive further approval from the notified body which issued
the EC design-examination certificate wherever the changes could affect conformity with the essential
requirements of the Directive or with the conditions prescribed for use of the device. The applicant
shall inform the notified body which issued the EC design-examination certificate of any such changes
made to the approved design. The additional approval must take the form of a supplement to the EC
design-examination certificate.
4.5. The manufacturer shall inform the notified body without delay if it has obtained information about
changes to the pathogen and markers of infections to be tested, in particular as a consequence of
biological complexity and variability. In this connection, the manufacturer shall inform the notified
body whether any such change is likely to affect the performance of the in vitro diagnostic medical
device concerned.
5.

Surveillance

5.1. The aim of surveillance is to ensure that the manufacturer duly fulfils the obligations imposed by the
approved quality system.
5.2. The manufacturer must authorise the notified body to carry out all the necessary inspections and
supply it with all relevant information, in particular:
— the documentation on the quality system,
— the data stipulated in the part of the quality system relating to design, such as the results of
analyses, calculation, tests, etc.,
— the data stipulated in the part of the quality system relating to manufacture, such as inspection
reports and test data, calibration data, qualification reports of the personnel concerned, etc.
5.3. The notified body must periodically carry out appropriate inspections and assessments to make sure
that the manufacturer applies the approved quality system and must supply the manufacturer with an
assessment report.
5.4. In addition, the notified body may pay unannounced visits to the manufacturer. At the time of such
visits, the notified body may, where necessary, carry out or ask for tests in order to check that the
quality system is working properly. It must provide the manufacturer with an inspection report and, if
a test has been carried out, with a test report.
6.

Verification of manufactured products covered by Annex II, List A

6.1. In the case of devices covered by Annex II, List A, the manufacturer shall forward to the notified
body without delay after the conclusion of the controls and tests the relevant reports on the tests
carried out on the manufactured devices or each batch of devices. Furthermore, the manufacturer shall
make the samples of manufactured devices or batches of devices available to the notified body in
accordance with pre-agreed conditions and modalities.
6.2. The manufacturer may place the devices on the market, unless the notified body communicates to the
manufacturer within the agreed time-frame, but not later than 30 days after reception of the samples,
any other decision, including in particular any condition of validity of delivered certificates.
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ANNEX V

EC TYPE-EXAMINATION
1.

EC type-examination is the part of the procedure whereby a notified body ascertains and certifies that
a representative sample of the production envisaged fulfils the relevant provisions of this Directive.

2.

The application for EC type-examination shall be lodged by the manufacturer or by his authorised
representative with a notified body.
The application shall include:
— the name and the address of the manufacturer and the name and address of the authorised
representative if the application is lodged by the representative,
— the documentation described in section 3 needed to assess the conformity of the representative
sample of the production in question, hereinafter referred to as the ‘type’, with the requirements of
this Directive. The applicant shall make a ‘type’ available to the notified body. The notified body
may request other samples as necessary,
— a written declaration that no application has been lodged with any other notified body for the
same type.

3.

The documentation must allow an understanding of the design, the manufacture and the
performances of the device. The documentation shall contain the following items in particular:
— a general description of the type, including any variants planned,
— all documentation referred to in Annex III, section 3, indents 3 to 13,
— in the case of devices for self testing, the information referred to in Annex III, section 6.1.

4.

The notified body shall:

4.1. examine and assess the documentation and verify that the type has been manufactured in conformity
with that documentation; it shall also record the items designed in conformity with the applicable
provisions of the standards referred to in Article 5, as well as the items not designed on the basis of
the relevant provisions of the abovementioned standards,
4.2. perform or have performed appropriate examinations and the tests necessary to verify whether the
solutions adopted by the manufacturer meet the essential requirements of this Directive if the
standards referred to in Article 5 have not been applied; if the device is to be combined with other
device(s) in order to operate as intended, proof must be provided that it conforms to the essential
requirements when combined with any such device(s) having the characteristics specified by the
manufacturer;
4.3. carry out or ask for the appropriate examinations and the tests necessary to verify whether, if the
manufacturer has chosen to apply the relevant standards, these have actually been applied;
4.4. agree with the applicant on the place where the necessary examinations and tests will be carried
out.
5.

If the type conforms to the provisions of this Directive, the notified body shall issue the applicant with
an EC type-examination certificate. The certificate shall contain the name and address of the
manufacturer, the conclusions of the examination, the conditions of validity and the data needed for
identification of the type approved. The relevant parts of the documentation shall be annexed to the
certificate and a copy shall be kept by the notified body.

6.

The manufacturer shall inform the notified body without delay if it has obtained information about
changes to the pathogen and markers of infections to be tested, in particular as a consequence of
biological complexity and variability. In this connection, the manufacturer shall inform the notified
body whether any such change is likely to affect the performance of the in vitro device concerned.
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6.1. Changes to the approved device must receive further approval from the notified body which issued the
EC type-examination certificate wherever the changes may affect conformity with the essential
requirements of the Directive or with the conditions prescribed for use of the device. The applicant
shall inform the notified body which issued the EC type-examination certificate of any such change
made to be approved device. This new approval shall take the form of a supplement to the initial EC
type-examination certificate.
7.

Administrative provisions
Other notified bodies may obtain a copy of the EC type-examination certificates and/or the
supplements thereto. The annexes to the certificates must be available to the other notified bodies on
reasoned application, after the manufacturer has been informed.
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ANNEX VI

EC VERIFICATION

1.

EC verification is the procedure whereby the manufacturer or his authorised representative ensures
and declares that the products which have been subject to the procedure set out in section 4 conform
to the type described in the EC-examination certificate and meet the requirements of this Directive
which apply to them.

2.1. The manufacturer must take all the measures necessary to ensure that the manufacturing process
products which conform to the type described in the EC type-examination certificate and the
requirements of the Directive which apply to them. Before the start of manufacture, the manufacturer
must prepare documents defining the manufacturing process, in particular as regards sterilisation and
the suitability of starting materials, where necessary, and define the necessary testing procedures
according to the state of the art. All the routine, pre-established provisions must be implemented to
ensure homogeneous production and conformity of the products with the type described in the EC
type-examination certificate and with the requirements of this Directive which apply to them.
2.2. To the extent that for certain aspects the final testing according to section 6.3 is not appropriate,
adequate in process testing, monitoring and control methods shall be established by the manufacturer
with the approval of the notified body. The provisions of Annex IV, section 5, shall apply accordingly
in relation to the abovementioned approved procedures.

3.

The manufacturer must undertake to institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement appropriate means to
apply any necessary corrective and notification action as referred to in Annex III, section 5.

4.

The notified body must carry out the appropriate examinations and tests taking account of section 2.2
in order to verify the conformity of the product with the requirements of the Directive either by
examining and testing every product as specified in section 5 or by examining and testing products on
a statistical basis as specified in section 6, as the manufacturer decides. When carrying out statistical
verification according to section 6, the notified body has to decide when statistical procedures for
lot-by-lot inspection or isolated lot inspection have to be applied. Such decision must be taken in
consultation with the manufacturer.
In as far as the conduct of examinations and tests on a statistical basis is not appropriate,
examinations and tests may be carried out on a random basis provided that such procedure in
conjunction with the measures taken in accordance with section 2.2 ensures an equivalent level of
conformity.

5.

Verification by examination and testing of every product

5.1. Every product is examined individually and the appropriate tests defined in the relevant standard(s)
referred to in Article 5 or equivalent tests must be carried out in order to verify the conformity of the
products with the EC type described in the type-examination certificate and with the requirements of
the Directive which apply to them.
5.2. The notified body must affix, or have affixed, its identification number to each approved product and
must draw up a written certificate of conformity relating to the tests carried out.

6.

Statistical verification

6.1. The manufacturer must present the manufactured products in the form of homogeneous batches.
6.2. One or more random samples, as necessary, are taken from each batch. The products which make up
the sample are examined and the appropriate tests defined in the relevant standard(s) referred to in
Article 5 or equivalent tests must be carried out to verify, where appropriate, the conformity of the
products with the type described in the EC type-examination certificate and with the requirements of
the Directive which apply to them in order to determine whether to accept or reject the batch.
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6.3. Statistical control of products will be based on attributes and/or variables, entailing sampling schemes
with operational characteristics which ensure a high level of safety and performance according to the
state of the art. The sampling scheme will be established by the harmonised standards referred to in
Article 5, taking account of the specific nature of the product categories in question.
6.4. If the batch is accepted, the notified body affixes, or has affixed its identification number to each
product and draws up a written certificate of conformity relating to the tests carried out. All products
in the batch may be put on the market except any in the sample which failed to conform .
If the batch is rejected the competent notified body must take appropriate measures to prevent the
batch from being placed on the market. In the event of frequent rejection of batches, the notified body
may suspend the statistical verification.
The manufacturer may, on the responsibility of the notified body, affix the notified body’s
identification number during the manufacturer process.
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ANNEX VII

EC DECLARATION OF CONFORMITY
(PRODUCTION QUALITY ASSURANCE)
1.

The manufacturer must ensure application of the quality system approved for the manufacture of the
devices concerned and carry out the final inspection, as specified in section 3, and is subject to the
surveillance referred to in section 4.

2.

The declaration of conformity is the part of the procedure whereby the manufacturer who fulfils the
obligations imposed by section 1 ensures and declares that the products concerned conform to the
type described in the EC type-examination certificate and meet the provisions of this Directive which
apply to them.
The manufacturer must affix the CE marking in accordance with Article 16 and draw up a
declaration of conformity covering the devices concerned.

3.

Quality system

3.1. The manufacturer must lodge an application for assessment of his quality system with a notified
body.
The application must include:
— all documentation and undertakings referred to in Annex IV, section 3.1, and
— the technical documentation on the types approved and a copy of the EC type-examination
certificates.
3.2. Application of the quality system must ensure that the devices conform to the type described in the
EC type-examination certificate.
All the elements, requirements and provisions adopted by the manufacturer for his quality system
must be documented in a systematic and orderly manner in the form of written policy statements and
procedures. This quality system documentation must permit uniform interpretation of the quality
policy and procedures such as quality programmes, plans, manuals and records.
It must include in particular an adequate description of:
(a) the manufacturers quality objectives;
(b) the organisation of the business and in particular:
— the organisational structures, the responsibilities of the managerial staff and their
organisational authority where quality of manufacture of the devices is concerned,
— the methods of monitoring the efficient operation of the quality system and in particular its
ability to achieve the desired quality of product, including control of devices which fail to
conform;
(c) the inspection and quality assurance techniques at the manufacturing stage and in particular:
— the processes and procedures which will be used, particularly as regards sterilisation,
— the procedures in relation to purchasing,
— the product identification procedures drawn up and kept up to date from drawings,
specifications or other relevant documents at every stage of manufacture;
(d) the appropriate tests and trials to be carried out before, during and after manufacture, the
frequency with which they will take place, and the test equipment used; it must be possible to
trace back the calibration.
3.3. The notified body must audit the quality system to determine whether it meets the requirements
referred to in section 3.2. It must presume that quality systems which implement the relevant
harmonised standards conform to these requirements.
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The assessment team must have past experience of assessments of the technology concerned. The
assessment procedure must include an inspection on the manufacturer’s premises and, in duly
substantiated cases, on the premises of the manufacturer’s suppliers and/or subcontractors to inspect
the manufacturing processes.
The decision must be notified to the manufacturer. It must contain the conclusions of the inspection
and a reasoned assessment.
3.4. The manufacturer shall inform the notified body which approved the quality system of any plan for
substantial changes to the quality system.
The notified body must assess the changes proposed and verify whether after these changes the quality
system still meets the requirements referred to in section 3.2. It must notify the manufacturer of its
decision. This decision must contain the conclusions of the inspection and a reasoned assessment.
4.

Surveillance
The provision of Annex IV, section 5, shall apply.

5.

Verification of manufactured products covered by Annex II, List A

5.1. In the case of devices covered by Annex II, List A, the manufacturer shall forward to the notified
body without delay after the conclusion of the controls and tests the relevant reports on the tests
carried out on the manufactured devices or each batch of devices. Furthermore, the manufacturer shall
make the samples of manufactured devices or batches of devices available to the notified body in
accordance with pre-agreed conditions and modalities.
5.2. The manufacturer may place the devices on the market, unless the notified body communicates to the
manufacturer within the agreed time-frame, but not later than 30 days after reception of the samples,
any other decision, including in particular any condition of validity of delivered certificates.
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ANNEX VIII

STATEMENT AND PROCEDURES CONCERNING DEVICES FOR PERFORMANCE EVALUATION
1. For devices for performance evaluation the manufacturer or his authorised representative shall draw up
the statement containing the information stipulated in section 2 and ensure that the relevant provisions
of this Directive are met.
2. The statement shall contain the following information:
— data allowing identification of the device in question,
— an evaluation plan stating in particular the purpose, scientific, technical or medical grounds, scope of
the evaluation and number of devices concerned,
— the list of laboratories or other institutions taking part in the evaluation study,
— the starting date and scheduled duration for the evaluations and, in the case of devices for
self-testing, the location and number of lay persons involved,
— a statement that the device in question conforms to the requirements of the Directive, apart from the
aspects covered by the evaluation and apart from those specifically itemised in the statement, and
that every precaution has been taken to protect the health and safety of the patient, user and other
persons.
3. The manufacturer shall also undertake to keep available for the competent national authorities the
documentation allowing an understanding of the design, manufacture and performances of the product,
including the expected performances, so as to allow assessment of conformity with the requirements of
this Directive. This documentation must be kept for a period ending at least five years after the end of
the performance evaluation.
The manufacturer shall take all the measures necessary for the manufacturing process to ensure that the
products manufactured conform to the documentation mentioned in the first paragraph.
4. The provisions of Article 10(1), (3) and (5) shall apply to devices intended for performance
evaluation.
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ANNEX IX

CRITERIA FOR THE DESIGNATION OF NOTIFIED BODIES
1. The notified body, its director and the assessment and verification staff shall not be the designer,
manufacturer, supplier, installer or user of the devices which they inspect, nor the authorised
representative of any of these persons. They may not be directly involved in the design, construction,
marketing or maintenance of the devices, nor represent the parties engaged in these activities. This is no
way precludes the possibility of exchanges of technical information between the manufacturer and the
body.
2. The notified body and its staff must carry out the assessment and verification operations with the
highest degree of professional integrity and the requisite competence in the field of medical devices and
must be free from all pressures and 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 results of the verifications.
Should the notified body subcontract specific tasks connected with the establishment and verification of
the facts, it must first ensure that the subcontractor meets the provisions of the Directive. The notified
body shall keep at the disposal of the national authorities the relevant documents assessing the
subcontractor’s qualifications and the work carried out by the subcontractor under this Directive.
3. The notified body must be able to carry out all the tasks assigned to such bodies by one of Annexes III
to VII and for which it has been notified, whether these tasks are carried out by the body itself or on its
responsibility. In particular, it must have the necessary staff and possess the facilities needed to perform
properly the technical and administrative tasks entailed in assessment and verification. This includes the
availability of sufficient scientific staff within the organisation who possess adequate experience and
knowledge necessary to assess the biological and medical functionality and performance of devices for
which it has been notified, in relation to the requirements of this Directive and, in particular, with
Annex I requirements. The notified body must also have access to the equipment necessary for the
verifications required.
4. The inspection staff must have:
— sound vocational training covering all the assessment and verification operations for which the body
has been designated,
— satisfactory knowledge of the rules on the inspections which they carry out and adequate experience
of such inspections,
— the ability required to draw up the certificates, records and reports to demonstrate that the
inspections have been carried out.
5. The impartiality of the inspection staff must be guaranteed. Their remuneration must not depend on the
number of inspections carried out, nor on the results of the inspections.
6. The body must take out civil liability insurance, unless liability is assumed by the State under domestic
legislation or the Member State itself carries out the inspections directly.
7. The staff of the inspection body are bound to observe professional secrecy with regard to all information
gained in the course of their duties (except vis-à-vis the competent administrative authorities of the State
in which their activities are carried out) under this Directive or any provision of national law putting it
into effect.
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ANNEX X

CE MARKING OF CONFORMITY

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

— If the marking is reduced or enlarged the proportions given in the above graduated drawing must be
respected,
— the various components of the CE marking must have substantially the same vertical dimension, which
may not be less than 5 mm. This minimum dimension may be waived for small-scale devices.
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STATEMENT OF THE COUNCIL’S REASONS
I.

INTRODUCTION

On 19 April 1995, the Commission forwarded to the Council a proposal for a Directive of
the European Parliament and of the Council on in vitro diagnostic medical devices. The
proposal is based on Article 100a of the Treaty.

The European Parliament and the Economic and Social Committee delivered their opinions
on 12 March 1996 and 25 October 1995 respectively.

In response to the European Parliament’s opinion, the Commission submitted an amended
proposal on 20 December 1996.

On 23 March 1998, the Council adopted a common position on the Commission proposal
in accordance with Article 189b of the Treaty.

II.

AIM OF THE PROPOSAL

The proposal for a Directive, one of the ‘new approach’ variety, aims to supplement the
Community legal framework governing the conditions for the placing on the market of
medical devices currently consisting of Directive 90/385/EEC (active implantable medical
devices) and Directive 93/42/EEC (medical devices) by extending the approximation of
national legislation to in vitro diagnostic medical devices. To help ensure that uniform
Community rules develop, it is broadly based on the provisions contained in Directives
90/385/EEC and 93/42/EEC.

In vitro diagnostic medical devices constitute a subcategory of the medical devices defined
in Directive 93/42/EEC which consists of devices used in medicine for the in vitro analysis
of specimens derived from the human body. Medical applications include analyses to assess
a person’s state of health (e.g. cholesterol, pregnancy testing), to check for disease or
congenital abnormality, to monitor treatment as it proceeds (for instance dose and effect of
medicinal products) or to determine the safety and compatibility of donated organs or
blood (e.g. testing for HIV or the hepatitis virus). The proposal for a Directive lays down
the essential requirements as regards reliability of the devices account being taken of their
intended purpose as well as in terms of the protection of users and third parties. In
addition, it harmonises the conformity assessment procedures to be applied by
manufacturers before they place devices on the market.

III. ANALYSIS OF THE COMMON POSITION

A. General comments
The Council position is based on the amended Commission proposal and accordingly
incorporates the letter or the spirit of most of the amendments put forward by the
European Parliament and supported by the Commission. The one significant exception
is the amendments concerning the inclusion of certain medical devices manufactured
utilising substances derived from human tissues or cells in the scope of Directive
93/42/EEC (amendments 33, 36, 37, 38, 39).

10.6.98

10.6.98

EN

Official Journal of the European Communities

While, under the common position, in vitro diagnostic medical devices manufactured
utilising tissues, cells or substances of human origin are covered, the same is not true of
the other medical devices since at this stage the Council has not managed to reach
agreement on the question of extending the scope of Directive 93/42/EEC to devices
incorporating substances of human origin. The Council accordingly agreed that in view
of the specificity of this type of device and the many problems (existing and future)
raised by substances of human origin, much more careful study was required of all the
safety and ethical aspects of the question.
In view of the major interest of having the proposal for a Directive on in vitro
diagnostic medical devices adopted as soon as possible given its importance in both
economic and public health terms, the Council thought that the question of extending
the scope of Directive 93/42/EEC to devices including substances of human origin
should be taken separately. As a result, Article 21 of the common position includes no
provisions on this issue.
However, a recital has been included in the preamble in which the Council emphasises
that work will have to continue in order to produce Community legislation as soon as
possible for this category of medical devices. The work in question could continue on
the basis of those parts of the Commission proposal which were not adopted in this
common position.
The Council also saw fit to lay down specific measures significantly to increase the
safety of in vitro diagnostic medical devices in view of the fact that any malfunction
would cause errors in diagnosis which in certain cases could have serious implications
for patients’ health and treatment or for others who might be infected by contagious
diseases.

B. Principal amendments made to the Commission proposal to increase the safety of in
vitro diagnostic medical devices:
These amendments concern in particular:
— the list of in vitro diagnostic medical devices regarded as sensitive (Annex II to the
proposal for a Directive) and specific provisions for the most sensitive products,
— specific provisions on market surveillance,
— the introduction of particular health monitoring measures,
— rules applicable to the notified bodies.

1. List of in vitro diagnostic medical devices regarded as sensitive (Annex II to the
proposal for a Directive) and specific provisions for the most sensitive products:
(a) l i s t o f s e n s i t i v e d e v i c e s ( A n n e x I I )
For a whole range of in vitro diagnostic medical devices, with the exception of
self-testing devices, Article 9, in conjunction with Annex III, of the amended
proposal provides for checking of the design and manufacture on the
manufacturer’s responsibility without the intervention of a third party. In fact
the great majority of devices covered by the Directive involve no direct risk for
the patient and are used by properly trained professionals. Furthermore, the
results of the analyses may often be confirmed by other means.
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However, in the case of a number of sensitive devices such as those specified in
Annex II, the intervention of a notified body is needed before a device can be
placed on the market. These are specific devices the accuracy of which is
essential for medical practice and any malfunction of which is likely seriously to
endanger health. The Council has seen fit significantly to extend the list of these
categories of device in the proposal for a Directive by adding in particular
certain categories of reagents and reagent products for the determination of
blood groups, the determination of irregular anti-erythrocytic antibodies and of
certain human infections. The Council has also taken account to a certain extent
of Parliament’s amendments 55 and 71 which the Commission did not
incorporate in its amended proposal.

Furthermore, of the devices listed in Annex II, the Council considered that
particular attention should be paid to the groups of products used in the context
of blood transfusion and the prevention of AIDS and certain strains of hepatitis
given the fact that these products require a conformity assessment which
guarantees optimal levels of safety and reliability where design and manufacture
are concerned. As a result, Annex II is divided into two lists, A and B, with List
A containing such devices and List B other devices. Particular requirements have
been laid down for List A devices.

(b) P a r t i c u l a r r e q u i r e m e n t s f o r t h e m o s t s e n s i t i v e d e v i c e s ( L i s t A )

The Council considered that the requirements applicable to the most sensitive
devices as regards safety should involve:

(i)

use of common technical specifications (Article 5(3))

In addition to the reference to the harmonised standards to demonstrate the
conformity of the devices with the essential requirements (Article 5(1) and
(2)), the Council deemed it necessary to lay down that common technical
specifications be drawn up for List A devices and, where necessary, for List
B devices, so as to establish performance evaluation and reevaluation
criteria for these devices (Article 5(3)). These specifications, which will be
adopted under the procedure provided for in Article 7, will be assimilated
to harmonised standards inasmuch as their use will constitute a
presumption of conformity with the essential requirements of the Directive.
However, manufacturers will as a general rule be obliged to respect the
common technical specifications, unlike the harmonised standards.
The drawing up of these common technical specifications is intended to
take account of the current practice in certain Member States whereby such
specifications are adopted by the public authorities for specific devices used
essentially for assessing the safety of blood supplies and donated organs.
The common technical specifications are intended to replace the
specifications which currently exist in these Member States.

(ii) introduction of a compulsory design examination (Annex IV, point 4)
The Council felt it appropriate to add a point 4 to Annex 4 providing that
the manufacturer must not only have his quality system assessed by a
notified body but also submit the design dossier for the device he intends
manufacturing to a notified body.
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(iii) introduction of a procedure for controls on batches (Annex IV, point 6)
The Council took the view that the checks on manufactured products
should be stepped up by introducing a procedure for controls on batches
which gives the notified bodies the possibility of checking each batch of
devices manufactured.

2. Market monitoring measures

The common position, like the amended proposal, stresses the obligation on
Member States to monitor the safety of products already placed on the market
(Article 2). However, to help Member States fulfil their market monitoring
obligations, the Council has seen fit to strengthen the provisions on the notification
of devices (Article 10) so as to ensure that manufacturers forward to the competent
authorities:
— specific information on reagents, reagent products and calibration and control
material,
— all data allowing the devices referred to in Annex II and those intended for
self-testing to be identified.

A new paragraph has also been added to Article 10 to the effect that, for devices
covered by Annex II and for devices for self-testing, Member States may request to
be informed of the data allowing identification together with the label and the
instructions for use when such devices are placed on the market and/or put into
service within their territory.

The Council has also added, in accordance with the amended proposal, an Article
on the setting up of a European databank (Article 12). While leaving it to the
Commission, assisted by the Committee on Medical Devices, to establish the
practical details for the implementation and management of the database, the
Council has seen fit to lay down at this stage the categories of data it is to contain.
These are limited to the absolute minimum necessary so as to avoid creating costs
out of all proportion to the objectives pursued.

Finally, in accordance with the last part of Parliament’s amendment 21, the Council
added a new paragraph to Article 10 stipulating that, transitionally, pending the
establishment of a European databank, notification as provided for in that Article
will be given to the competent authorities of each Member State concerned by the
placing on the market.

3. Introduction of particular health monitoring measures (new Article 13)

The purpose of this new Article is to allow Member States, so as to ensure the
protection of health and safety and/or ensure that public health requirements are
observed pursuant to Article 36 of the Treaty, to take any necessary and justified
transitional measures in relation to a given product or group of products, to
prohibit or restrict their availability or make them subject to particular
requirements. If appropriate, the national measures may be replaced by Community
measures adopted in accordance with the procedure referred to in Article 7(2).

C 178/47

C 178/48

EN

Official Journal of the European Communities
What is meant is, for example, tests to detect HIV or to establish a genetic
susceptibility to developing certain diseases, for which certain restrictions might be
laid down as to their intended use given technological developments and the
emergence of new risks.
The Council also decided to introduce the same provision into Directive 93/42/EEC
(Article 21(2)(d) of the common position).

4. Rules applicable to the notified bodies
The rules applicable to the designation and surveillance of the notified bodies have
been made more stringent, in particular:
— the obligation on notified bodies to suspend or withdraw a certificate (or place
conditions on it) in given circumstances and to inform the competent authorities
(Article 15(6)) has been strengthened,
— a new requirement has been introduced obliging the notified bodies to provide
on request all relevant information required to enable Member States to verify
compliance with the criteria according to which they were designated,
— the designation criteria have been set out in greater detail as regards the need to
provide the notified body with sufficient scientific staff within the organisation
who possess adequate experience and knowledge necessary to assess the
biological and medical functionality and performance of devices (Annex IX,
point 3).
IV. POSITION OF THE COUNCIL ON PARLIAMENT’S AMENDMENTS REGARDING OTHER
ASPECTS OF THE PROPOSAL

The Council took account of the letter or the spirit of the great majority of the
Parliament’s amendments incorporated by the Commission in its amended proposal. It
drew on amendment 8 regarding in vitro diagnostic medical devices including health
monitoring devices for diagnostic purposes to improve its definition of such devices (Article
1(2)(b)). It also considered it preferable, in the spirit of amendments 41, 42, 44, 48 (second
half) to 50, to include a recital to the effect that the manufacturing of in vitro diagnostic
medical devices also includes the packaging of the medical device, insofar as such
packaging is related to the safety and performance aspects of the device.
It was unable on the other hand to take account of all the amendments concerned with
reducing risks to the minimum in connection with a number of essential requirements set
out in Annex I to the amended proposal.
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COMMON POSITION (EC) No 31/98
adopted by the Council on 23 March 1998
with a view to adopting Decision No . . ./98/EC of the European Parliament and of the Council
concerning the fifth framework programme of the European Community for research,
technological development and demonstration activities (1998 to 2002)
(98/C 178/03)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF
THE EUROPEAN UNION,

research,
technological
development
and
demonstration (1994 to 1998) (5), the Commission
is required to have an external assessment
conducted into the management of and progress
with Community activities carried out during the
five years preceding the assessment, prior to
presenting its proposal for a fifth framework
programme; whereas that assessment, the
conclusions thereof and the Commission’s
comments have been communicated to the
European Parliament, the Council, the Economic
and Social Committee and the Committee of the
Regions;

Having regard to the Treaty establishing the European
Community, and in particular Article 130i(1) thereof,

Having regard to the proposal from the Commission (1),

Having regard to the opinion of the Economic and Social
Committee (2),

Having regard to the opinion of the Committee of the
Regions (3),

(4)

Whereas, in accordance with Article 130f(1) of the
Treaty,
the
Community’s
research
and
technological development policy should address,
as a matter of priority, problems of society,
improving the international competitiveness of
Community industry, sustainable development, job
creation, the quality of life and globalisation of
knowledge, contributing to the development and
implementation of the Community’s policies and
the role of the Community in the world as a focal
point of scientific and technological excellence;

(5)

Whereas appropriate steps should be taken to
promote cooperation and coordination between
Member States;

(6)

Whereas the RTD activities undertaken in the
context of the first activity referred to in Article
130g of the Treaty should focus on a limited
number of topics; whereas those activities, in the
context of indirect actions, should be implemented
through ‘key actions’, which bring together the
activities (ranging from basic research through
applied and generic research to development and

Acting in accordance with the procedure laid down in
Article 189b of the Treaty (4),

(1)

Whereas, in accordance with Articles 103f(3) and
130i(1) of the Treaty, a multiannual framework
programme covering all Community activities in
the field of research and technological development
including demonstration activities, hereinafter
referred to as RTD, should be adopted;

(2)

Whereas it has been considered appropriate to
adopt a new framework programme for the period
1998 to 2002 in order to ensure continuity of
Community research;

(3)

Whereas, in accordance with Article 4(2) of
Decision No 1110/94/EC of the European
Parliament and of the Council of 26 April 1994
concerning the fourth framework programme of
the European Community activities in the field of

(1) OJ C 173, 7.6.1997, p. 10, and OJ C 291, 25.9.1997,
p. 15.
(2) OJ C 355, 21.11.1997, p. 38, and OJ C 73, 9.3.1998,
p. 133.
(3) OJ C 379, 15.12.1997, p. 26.
(4) Opinion of the European Parliament of 18 December 1997
(OJ C 14, 19.1.1998, p. 171), Council Common Position of
23 March 1998 and Decision of the European Parliament of
. . . (not yet published in the Official Journal).

(5) OJ L 126, 18.5.1994, p. 1. Decision as last amended by
Decision No 2535/97/EC (OJ L 347, 18.12.1997, p. 1).
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demonstration) in a coherent whole in order to
target them strategically on a common European
challenge or problem; research and technological
development activities of a generic nature; and
activities designed to encourage the optimum use
of research infrastructures and improve access
thereto;

(7)

Whereas the activities undertaken in the context of
the second (cooperation with third countries and
international organisations), third (dissemination
and optimisation of RTD results) and fourth
(training and mobility of researchers) activities
referred to in Article 130g of the Treaty should
complement, support and interact with each other
and the abovementioned RTD activities;

(8)

Whereas this approach presupposes that the
potential for scientific and technological excellence
existing within the Community is maintained and
reinforced, whilst taking full account of the efforts
made by its main international partners;

(9)

Whereas it is appropriate, in this same context, to
place special emphasis on the needs of small and
medium-sized enterprises (SMEs), so as to promote
their effective participation in Community
programmes and their ability to benefit from them;
on the dissemination and transfer of results; on
innovation; and on the training and mobility of
researchers, thereby encouraging the emergence of
a new generation of enterprising researchers with
innovative ideas;

(10)

(11)

(12)

high quality; whereas it is therefore necessary to
respect the complementary roles of RTD activities
and the action undertaken by the Community
through other relevant instruments;

(13)

Whereas it is necessary to promote and facilitate
the participation of ultraperipheral regions in
Community RTD actions through appropriate
mechanisms adapted to their particular situation;

(14)

Whereas, in accordance with the principles of
subsidiarity and proportionality as enshrined in
Article 3b of the Treaty, the objectives of
Community
research
and
technological
development policy reflected in the fifth framework
programme warrant activities at Community level
in so far as the objectives cannot be sufficiently
achieved by the Member States; whereas there is a
need to establish a ‘critical mass’ in human and
financial terms, in particular through the
combination of the complementary expertise and
resources available in the various Member States;
whereas these objectives can therefore be better
achieved at Community level; whereas this
Decision does not go beyond what is necessary to
achieve these objectives;

(15)

Whereas the Community’s financial participation
in the actions of the framework programme may,
in accordance with the principles set out in this
framework programme, be varied at the level of
the specific programmes according to the nature of
the activities concerned and the proximity to the
market, in specific and duly justified cases and in
compliance with the provisions of the Community
framework for state aid for research and
development (1), in particular points 5.12 and 5.13
thereof, and with international rules;

(16)

Whereas the maximum overall amount of the fifth
framework programme would need to be revised
should new Member States accede before the
framework programme expires;

(17)

Whereas Community participation in the
framework programme should correspond to the
financial perspective in force for the whole period
of the programme; whereas account should be
taken of the fact that a new financial perspective
will be negotiated during the course of the fifth
framework programme; whereas, if the maximum

Whereas research and technological development
can stimulate economic growth and, as a result,
lead to the creation of lasting employment;

Whereas researchers, industry and users have
contributed substantially to the definition of
actions to be undertaken in the fifth framework
programme and should be involved in its
implementation;

Whereas the formulation and implementation of
the Community’s policies and actions must take
into account objectives related to economic and
social cohesion; whereas, in accordance with this
principle, the framework programme must
contribute to the harmonious development of the
Community while encouraging RTD activities of
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overall amount were inconsistent with the amount
available for research within the financial
perspective then in force, or if there were no
financial perspective in force, it would be necessary
to decide on a new amount under the conditions
provided for in the Treaty; whereas there should
be equivalent arrangements for the specific
programmes;

(18)

(19)

(20)

(21)

(22)

(23)

Whereas the administrative expenditure arising
from research activities has to be financed within
the general amount allocated to the framework
programme and should be included in the budget
in a transparent fashion;

Whereas the criteria which have been laid down to
choose the topics covered by the fifth framework
programme and the related scientific and
technological objectives take into account the
abovementioned principles; whereas those criteria
should also be applied when the fifth framework
programme is implemented, in order to ensure
consistency;

Whereas the Joint Research Centre (JRC) will
implement direct RTD actions through research
and scientific and technical support activities of an
institutional character where it has special or even
unique expertise and facilities in the Community or
where it is entrusted with activities necessary for
the farming and implementation of Community
policies and tasks incumbent on the Commission
pursuant to the Treaty which require the JRC’s
impartiality; whereas in addition, it will participate
progressively in a competitive approach, as a
member of consortia, in carrying out research
activities foreseen by way of indirect actions;

Whereas it is necessary to take into account the
ethical aspects of advances in knowledge and
technologies and their application and to conduct
research activities in compliance with fundamental
ethical principles and with the protection of
privacy;

Whereas the Community equal opportunities
policy must be taken into account in implementing
the fifth framework programme;

Whereas, in addition to the annual report to be
submitted to the European Parliament and the
Council pursuant to Article 130p of the Treaty,
arrangements should be adopted, in accordance
with recommendations to be implemented in
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respect of transparency and sound and efficient
management, for the systematic examination of the
progress of the fifth framework programme and its
evaluation;
(24)

Whereas it is necessary to increase implementation
within the framework programme of activities
currently being carried out on the basis of the
Treaty establishing the European Coal and Steel
Community, which expires in 2002;

(25)

Whereas, in order to ensure consistency between
research activities undertaken under the Treaty
establishing the European Community and those
carried out under the Treaty establishing the
European Atomic Energy Community, the Decision
concerning the framework programme for nuclear
research and training activities should be adopted
at the same time and for the same period as this
framework programme;

(26)

Whereas the Scientific and Technical Research
Committee (CREST) has been consulted,

HAVE DECIDED AS FOLLOWS:

Article 1
1. A multiannual framework programme for all
Community activities, including demonstration activities,
in the field of research and technological development,
hereinafter referred to as the ‘fifth framework
programme’, is hereby adopted for the period 1998 to
2002.
2. The fifth framework programme shall, in accordance
with Article 130g of the Treaty, comprise four
Community activities:
(a) implementation
of
research,
technological
development and demonstration programmes;
(b) promotion of cooperation in the field of Community
research,
technological
development
and
demonstration with third countries and international
organisations;
(c) dissemination and optimisation of the results of
activities in Community research, technological
development and demonstration;
(d) stimulation of the training and mobility of researchers
in the Community.
The first Community activity shall relate to the following
four themes:
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1. quality of life and management of living resources;
2. user-friendly information society;

— the financial perspective indicates the share of
expenditure available for research, and
— that share permits Community participation of
ECU 9 640 million in the period 2000 to
2002.

3. competitive and sustainable growth;
4. energy, environment and sustainable development.

The second, third and fourth Community activities shall
relate to the following three themes respectively:
1. confirming the international role of Community
research;
2. promotion of innovation and encouragement of
participation of SMEs;
3. improving human research potential
socio-economic knowledge base.
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and

(c) If the figure of ECU 9 640 million is not
consistent with the financial perspective in force in
the period 2000 to 2002, or if there is no
financial perspective in force in those years, the
European Parliament and the Council shall set a
new maximum overall amount, acting under the
conditions provided for in the first subparagraph
of Article 130i of the Treaty.
(d) The annual appropriations shall comply with the
priorities set in this Decision.

the

Activities undertaken within the thematic programmes of
the first Community activity will also contribute, in
coordination and interaction with the horizontal
programmes, to the achievement of the objectives of
those three themes.

Complementarity with relevant initiatives of the Member
States, and initiatives such as COST and Eureka, will be
sought.

3. The criteria for selecting the themes referred to in
paragraph 2 and the related objectives are set out in
Annex I. They shall apply for the purposes of the
implementation of the fifth framework programme.

4. The general outlines of the Community activities,
their scientific and technological objectives and the
related priorities are set out in Annex II.

Article 2
1. (a) The maximum overall amount for Community
participation in the fifth framework programme
shall be ECU 12 740 million.

2. The amount referred to in paragraph 1 shall be
subject to revision should new Member States accede
before this framework programme expires.

3. Annex III fixes the respective amounts earmarked for
each of the Community activities envisaged in Article 1
and indicates the breakdown between the themes of the
first Community activity defined in Article 1(2).

4. All administrative expenditure arising from the
research activities shall be paid from the overall amount
of the programme. It shall be dealt with in the general
budget of the European Communities according to the
usual procedures applicable to other comparable
administrative expenditure.

Article 3
1. The fifth framework programme shall be
implemented through eight specific programmes, four of
which correspond to the four themes of the first
Community activity, three are linked to the second, third
and fourth Community activities respectively, and the
eighth is a programme specific to the Joint Research
Centre. The scientific, industrial and user communities
will be closely involved throughout this implementation
process.

Of this amount:

to ECU 9 640 million is for the period 2000 to
2002.

Each specific programme shall specify its precise
objectives having regard to the scientific and
technological objectives set forth in Annex II, define the
detailed rules for its implementation, fix its duration and
provide for the means deemed necessary.

(b) The figure of ECU 9 640 million shall be deemed
to be confirmed if it is consistent with the
financial perspective in force in the period 2000 to
2002. In the case of any new financial perspective
in force, this condition shall be met only if:

2. Implementation of the fifth framework programme
may give rise, where necessary, to supplementary
programmes within the meaning of Article 130k of the
Treaty, to Community participation in research and

to ECU 3 100 million is for the period 1998 to
1999,
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development programmes undertaken by several Member
States within the meaning of Article 130l or to the
setting-up of joint undertakings or any other structure
within the meaning of Article 130n. It may also give rise
to cooperation with third countries or international
organisations within the meaning of Article 130m.

3. In the case referred to in Article 2(1)(c), the Council,
acting under the conditions provided for in Article
130i(4) of the Treaty, shall adapt the amounts deemed
necessary for the specific programmes, so as to ensure
their consistency with the new maximum overall amount.
Pending a decision by the Council, the specific
programmes shall not be implemented beyond the
provision in the first indent of Article 2(1)(a).
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financial resources are still appropriate to the changing
situation. Where appropriate, it shall submit proposals to
adapt or supplement the framework programme and/or
the specific programmes, taking account of the results of
this assessment.
2. Before submitting its proposal for a sixth framework
programme, the Commission shall have an external
assessment conducted by independent highly qualified
experts into the implementation and achievements of
Community activities carried out during the five years
preceding that assessment in the light of the criteria set
out in Annex I and the scientific and technological
objectives set out in Annex II. The Commission shall
communicate the conclusions thereof, accompanied by its
comments, to the European Parliament, the Council, the
Economic and Social Committee and the Committee of
the Regions.

Article 4
The detailed rules for financial participation by the
Community in the fifth framework programme shall be
those laid down in accordance with the special provisions
concerning research and technological development
appropriations set out in the Financial Regulation
applicable to the general budget of the European
Communities (1), as supplemented by Annex IV to this
Decision.

Article 5
1. The Commission shall continually and systematically
monitor each year, with the help of independent qualified
experts, the implementation of the fifth framework
programme and its specific programmes in the light of
the criteria set out in Annex I and the scientific and
technological objectives set out in Annex II. It shall
assess, in particular, whether the objectives, priorities and

(1) OJ L 356, 31.12.1977, p. 1. Regulation as last amended by
Regulation (EC) No 2444/97 (OJ L 340, 11.12.1997, p. 1).

3. The independent qualified experts referred to in
paragraphs 1 and 2 shall be drawn in particular from
scientific, industrial and user communities and chosen by
the Commission, which shall take account, in a balanced
fashion, of the various research players.

Article 6
All research activities conducted pursuant to the fifth
framework programme shall be carried out in compliance
with fundamental ethical principles.

Done at Brussels, . . .
For the European Parliament

For the Council

The President

The President
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ANNEX I

CRITERIA FOR SELECTING THE THEMES AND OBJECTIVES OF COMMUNITY ACTIVITIES
1. The European Community’s RTD policy is directed towards strengthening the scientific and
technological bases of Community industry and encouraging it to become more competitive at
international level, while promoting all the research activities deemed necessary by virtue of other
Chapters of the Treaty. Its implementation is based on the twin principles of scientific and technological
excellence and relevance to the abovementioned objectives.
Moreover, in pursuit of a cost-benefit approach dictated by concern for optimum allocation of European
public funding and in accordance with the subsidiarity principle, themes for the fifth framework
programme and the related objectives are selected on the basis that the Community shall take action
only if and in so far as the objectives cannot be sufficiently achieved by the Member States.
2. In application of the foregoing principles, the framework programme shall be defined on the basis of a
set of common criteria, divided into three categories:
— Criteria related to the Community ‘value added’ and the subsidiarity principle
— need to establish a ‘critical mass’ in human and financial terms, in particular through the
combination of the complementary expertise and resources available in the various Member
States,
— significant contribution to the implementation of one or more Community policies,
— addressing of problems arising at Community level, or questions relating to aspects of
standardisation, or questions connected with the development of the European area,
so as to select only objectives which are more efficiently pursued at the Community level by means
of research activities conducted at that level.
— Criteria related to social objectives
— improving the employment situation,
— promoting the quality of life and health,
— preserving the environment,
in order to further major social objectives of the Community reflecting the expectations and concerns
of its citizens.
— Criteria related to economic development and scientific and technological prospects
— areas which are expanding and create good growth prospects,
— areas in which Community businesses can and must become more competitive,
— areas in which prospects of significant scientific and technological progress are opening up,
offering possibilities for dissemination and exploitation of results in the medium or long term,
in order to contribute to the harmonious and sustainable development of the Community as a
whole.
3. The criteria referred to in paragraph 2 will be used, and where necessary supplemented, for the purposes
of the implementation of the fifth framework programme, in order to define the specific programmes
and select research and technological development activities, including demonstration activities. The
three categories of criteria will supply simultaneously and must all be met, although to a different extent
from case to case.
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ANNEX II

General outlines of Community activities, scientific and technological objectives and related priorities

I. THEMES AND ORGANISATION

With regard to the themes and organisation of the fifth framework programme, it is recalled that, in
accordance with Article 130g of the EC Treaty, the fifth framework programme will comprise four
activities:
— the first activity covers research, technological development and demonstration programmes,
— the second activity is aimed at promoting cooperation on research, technological development and
demonstration with third countries and international organisations,
— the third activity concerns the dissemination and optimisation of the results of research,
technological development and demonstration activities,
— the fourth activity is intended to stimulate the training and mobility of researchers.

1. CONTENT AND ORGANISATION OF THE FIRST ACTIVITY
The research, technological development and demonstration programmes will comprise:
— ‘key actions’,
— research and technological development activities of a generic nature,
— activities in support of research infrastructures.
These programmes will, where appropriate, include studies and research activities on relevant ethical
and legal aspects, within a context of fundamental respect for human values.
Within these programmes, particular account will be taken of the socio-economic implications of the
implementation, use, and effects of the technologies, processes and scenarios covered by each of
these programmes. As an integral part of actions within the first activity, relevant socio-economic
research will be carried out. A particular effort will be made to ensure coherence between these
activities in order to optimise the exploitation and dissemination of results by users. These actions
will be complemented by socio-economic research on horizontal issues carried out within the fourth
activity.
In addition, in the framework of a coherent approach involving also the second, third and fourth
activities, these programmes will implement, in their respective areas, actions contributing to the
aims of these activities.
Synergy will be sought with other relevant Community instruments.
(a) ‘Key actions’
Key actions will be problem-oriented and clearly defined corresponding to the criteria and
specifically targeted to the objectives of each programme and to the desired results, taking into
account the views of users. They will have a clear European focus. The ‘key action’ is regarded as
a cluster of small and large, applied, generic and, as appropriate, basic research projects directed
towards a common European challenge or problem not excluding global issues.
The research activities carried out in this context will integrate the entire spectrum of activities
and disciplines needed to achieve the objectives, and range from basic research through
development to demonstration. Appropriate links with relevant national and international
initiatives (including complementary European RTD frameworks) will be given proper
attention.
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(b) Research and technological development activities of a generic nature
These activities, which are essential to achieve the objectives of the thematic programmes, will be
carried out in a limited number of areas not covered by the key actions. They will complement
the key actions. Their main aim is to help the Community maintain and improve its scientific and
technological capability in those areas of research and enabling technologies which should be
used widely.
(c) Support for research infrastructures
Since the construction and operation of research infrastructure is the responsibility of national
authorities, Community support for research infrastructures in line with the objectives of the
thematic programmes should contribute to cover two essential requirements at Community level:
(1) the need for an optimum use of existing research infrastructures and (2) the need for
transnational cooperation in the rational and cost-effective development of research
infrastructures.
The role of the Community should be to provide added value, complementary to national or
multinational initiatives. Community support may enhance access to infrastructures and will in
particular be provided for research infrastructure networks leading to further complementarity,
pooling of efforts and/or specialisation at the European level (including the compatibility of
databases).

2. CONTENT AND ORGANISATION OF THE SECOND, THIRD AND FOURTH ACTIVITIES

The horizontal themes are at the crossroads of the Community’s research policy and its policies for
external relations, innovation, SMEs and human resources, and for social and employment issues.

Each of them comprises:
— specific activities — including, where necessary, key actions — linked to the general objectives of
the Community’s policy with regard to external relations, innovation, SMEs and human
resources which are not carried out as part of the themes of the first activity,
— activities essentially in the form of coordination, support and accompanying activities to ensure
the coherence of equivalent activities carried out under the themes of the first activity.

In coordination and interaction with the horizontal programmes, the thematic programmes will take
the necessary measures to make an active contribution, in the context of their own activities, towards
the achievement of the general objectives of the horizontal programmes.

Community support for research infrastructures in the context of the fourth activity will concentrate
in particular on measures enhancing access to such infrastructures.

3. THE JOINT RESEARCH CENTRE

The direct RTD actions to be implemented by the Joint Research Centre (JRC) will comprise
research and scientific and technical support activities of an institutional character. The JRC may
provide support where it has special or even unique expertise and facilities in the Community or
where it is entrusted with activities necessary for the framing and implementation of Community
policies and tasks incumbent on the Commission pursuant to the Treaty which require the JRC’s
impartiality (for example in the case of standardisation). The JRC will carry out its activities in close
cooperation with the scientific community and enterprises in Europe.

The JRC is also progressively involved in competitive activities.
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II. SCIENTIFIC AND TECHNOLOGICAL OBJECTIVES

1. FIRST ACTIVITY

THEME 1
QUALITY OF LIFE AND MANAGEMENT OF LIVING RESOURCES

Improving the quality of life and health is a major challenge and the Community plans to
tackle it by helping to increase knowledge and develop technologies in the field of the life
sciences.
At the same time, progress in this area will help to increase the competitiveness of the
Community’s enterprises by opening up new prospects in areas in which the Community
already has a strong hand, such as biotechnology, agro-industry, and the fields of health and
the environment, in which rapid progress continues to be made.

(a) Key actions
(i)

Food, nutrition and health
The aim of this key action is to promote the development of knowledge, technologies and
methods, including prenormative aspects, based on multidisciplinary approaches to produce
a safe, healthy, balanced and varied food supply for consumers covering the whole food
chain. This requires as a priority:
— the development of safe, flexible and new and/or improved manufacturing technologies
to improve food quality and consumer acceptability, while guaranteeing traceability of
raw materials and final products,
— the development of tests to detect and processes to eliminate infectious and toxic agents
throughout the food chain,
— research into the role of food in promoting and sustaining health with respect to diet
and nutrition, toxicology, epidemiology, environmental interaction, consumer choice and
public health.

(ii) C o n t r o l o f i n f e c t i o u s d i s e a s e s
The priority objectives of this key action are the fight against and control of infectious
diseases, both human and animal, including zoonoses, of increasing impact, whether
established, newly emerging or in resurgence, based on research seeking a better
understanding of the immune system. Close attention is to be paid to:
— the development of improved or novel mono-component, multi-purpose and combined
vaccines, especially against viral diseases, including the support of multi-centre clinical
trials,
— new and improved strategies to identify and control infectious diseases, directed at
treatment and prevention and based on studies on pathogenesis, emergence of resistance
and immunological control,
— aspects connected with public health and care delivery systems, notably management,
prevention, surveillance, behavioural aspects and response to infectious diseases
(including modelling of human diseases).
(iii) T h e ‘ c e l l f a c t o r y ’
This key action is aimed at helping the Community’s enterprises to exploit
made in life sciences and technologies, particularly in the fields of health,
agriculture, agro-industries and high value-added products, such as chemicals.
developing multidisciplinary technologies based on the exploitation of the

the advances
environment,
It is aimed at
properties of
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micro-organisms, plants and animals, in particular at the cellular and sub-cellular levels. The
objective is to understand the functioning of cells in order to develop bio-molecules and
bio-processes with high added-value capable of enhancing the quality of life and health,
including:
— new and innovative health processes and products, particularly from molecular
engineering (for example diagnostics, antibiotics, anti-cancer agents, including
plant-produced therapeutics),
— energy-efficient bio-remediation and waste bio-treatment processes,
— new biological processes and products, new processing technologies on the basis of new
plant and animal characteristics for agri-food and agri-industry and high value-added
chemical applications.
This key action should also aim at RTD to make cell cultures available as models for
medicine, pharmacology, toxicology and environmental monitoring to substitute for animal
testing and for prenormative purposes.

(iv) E n v i r o n m e n t a n d h e a l t h
The aim of this key action is to achieve a better understanding of the interactions between
the genetic, physiological, environmental and social factors involved in sustaining good
health and so to help reduce the adverse impact on health of changes in the environment
and the workplace. It covers in particular issues such as prevention and the effects on health
of air pollution, heavy metals and toxic substances, noise, climatic changes and
electromagnetic radiation, as well as the effects of pollution at the workplace. It includes as
a priority:
— multi-disciplinary approaches for achieving a better understanding of the interaction
between the social and physical environment and health, including diseases and
allergies,
— epidemiological studies and pathogenesis research,
— the development of new methods of diagnosis, risk assessment and prevention,
— the development of processes to identify and, where possible, reduce harmful effects on
health and the causes thereof.

(v) S u s t a i n a b l e a g r i c u l t u r e , f i s h e r i e s
development of rural areas

and

forestry,

including

integrated

The aim is to develop the knowledge and technologies needed for the production and
exploitation of living resources, including forests, covering the whole production chain,
adapted to recent adjustments in the common agricultural and fisheries policies, whilst also
providing the scientific basis for Community regulations and standards. Similarly, the aim is
to promote the multi-purpose role of forests and the sustainable management and utilisation
of forest resources as an integral factor of rural development. Priority areas include:
— new and sustainable systems of production and exploitation in agriculture, forestry,
fishing and aquaculture, taking into account profitability, the sustainable management of
resources, product quality and employment as well as animal health and welfare,
— the integrated production and exploitation of biological materials (non-food uses),
— sustainable and multi-purpose
forestry-wood chain,

utilisation

of

forest

resources;

the

integrated

— development of methods of control, surveillance and protection, including protection of
land and prevention of soil erosion,
— pre-legislative research designed to provide a scientific basis for Community legislation,
— the production of new tools and models for the integrated and sustainable development
of rural and other relevant areas based on optimisation of the specific potential of each
area, including at regional level, diversification of activities and land use, and
involvement of the people concerned.
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(vi) T h e a g e i n g p o p u l a t i o n
This key action aims to help Europe meet the challenge of the growing ageing population
through RTD to underpin the development of policies and interventions to extend the
quality of life and independence of older people, and to reduce the need for long-term care
and its consequential costs. It gives priority to multidisciplinary RTD relating to processes
leading to healthy ageing, including demographic, social and economic aspects, and to
interventions leading to the postponement and improved management of disability. It aims
to generate competitive advantage for a wide range of health related industries and sectors.
Priority areas include:
— RTD concerning age-related illnesses and health problems of high morbidity (1) where
there is a real prospect for significant prevention, treatment or delay in onset,
— RTD concerning biological, psychological, social and economic determinants of healthy
ageing and of the mechanisms leading to disability and the postponement of disability,
— demographic and epidemiological research on ageing and disability trends to enable
prediction of the size and nature of the ageing population as a basis for policy and
planning,
— RTD to provide a basis for new approaches to delaying the onset of disability, to
reducing the challenge to older people of their social and physical environment (e.g. in
housing and transport) and to supporting mental and physical functioning,
— RTD concerning effective and efficient delivery of health and social care services to older
people, including comparative research on the financing of long-term care and
pensions.

(b) Research and technological development activities of a generic nature

— Chronic and degenerative diseases (in particular cancer and diabetes), cardio-vascular diseases
and rare diseases:
Major challenges in biomedical research are the elucidation of the aetiology and pathogenesis
of diseases for which there is more than one interacting cause (genetic, environmental,
lifestyle) of high (e.g. cardio-vascular diseases, cancer, diabetes) or low (e.g. rare diseases)
morbidity. There is an urgent need to improve diagnosis, treatment, prevention and
surveillance through epidemiology and applying advances in modern technology, requiring a
multinational approach.

— Research into genomes and diseases of genetic origin:
The aim of this activity is to identify the physiological functions of genes and to improve the
understanding of the meaning of sequence information. The new knowledge and technologies
deriving from this generic action should promote the exploitation of genomic information to
the benefit of European health, industry and the environment. The organisation of
collaboration in this area will underpin the development of expression systems to facilitate
the study of genes of industrial and agronomic interest as well as the design of effective
molecular and gene-based preventive and therapeutic strategies for human and animal
disease.

— Neurosciences:
This activity should provide new insights and understanding of the mechanisms governing the
interrelationship of biological and psychological processes, to promote new diagnostic (e.g.
imaging) and therapeutic approaches to neurological and psychiatric disorders and to
underpin opportunities for innovation in health care industries.

(1) Long and serious illness, entailing a high burden on society, families, individuals and their carers.
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— Research relating to public health and health services:
Improvement of health systems: to improve the health of European citizens and the
effectiveness and cost-effectiveness of health promotion and health-care technologies and
interventions, to enhance health and safety at work, to evaluate health-care models, to
develop the evidence base for clinical practice and health policy and to study health variations
across Europe.
Fighting drug-related problems: To prevent and, where appropriate, control drug-related
health problems through establishing the psychological and socio-economic factors involved
in drug-taking and drug abuse, developing better understanding of the long-term health and
social consequences of abuse, and developing more effective treatment strategies.

— The study of problems relating to biomedical ethics and bioethics in the context of respect for
fundamental human values (1).

— The study of the socio-economic aspects of development of the life sciences and technologies
within the perspective of sustainable development (impact on society, the economy and
employment)

(c) Support for research infrastructures
In accordance with the general objectives outlined above, activities should focus, for example, on
databases and collections of biological material, centres for clinical research and trials and
facilities for fishery and aquaculture research.

THEME 2
USER-FRIENDLY INFORMATION SOCIETY

The convergence between information processing, communications and content is
increasingly pervading most industrial and social activities and is increasingly critical to
Europe’s competitiveness and quality of life. The advent of the information society is
opening up the possibility of a wide range of new activities for both individuals and
companies in the Community, e.g. in the fields of commerce, work, transport, the
environment, education and training, health and culture. Continuous efforts in relation to
research, technological development and technology take-up and demonstration are
necessary to realise the full potential of the Information Society. The technological range
of the key actions allows the possibility of a dynamic concentration and a flexible
implementation of the activities, reflecting socio-economic priorities.
These efforts must, in all activities, tackle the universal issues such as access, ease of use,
cost-effectiveness and interoperability and standardisation, as well as socio-economic
impact.

(1) In accordance with the declaration of the European Council of Amsterdam on the banning of human cloning, research
conducted at Community level will be carried out, taking account of the opinions of the competent authorities, in
particular the European Group on Ethics in Science and New Technologies and the Human Embryo and Foetus
Protection Group, as well as the opinions of relevant international organisations, whilst respecting the principles laid
down in the Helsinki Declaration and the relevant resolutions of the World Health Organisation (WHO) and in other
relevant international Conventions.
No research activity which modifies or is intended to modify the genetic heritage of human beings by alteration of germ
cells or by acting at any other stage in embryonic development and which can make such alteration heritable will be
carried out under the present framework programme. In the same way, no research activity, understood in the sense of
the term ‘cloning’, will be conducted with the aim of replacing a germ or embryo cell nucleus with that of the cell of
any individual, a cell from an embryo or a cell coming from a late stage of development to the human embryo.
To the extent possible, animal experiments and tests on animals should be replaced with in vitro or other alternative
methods. Modification of the genetic heritage of animals and animal cloning will be envisaged within the current
framework programme only for objectives which are justified on ethical grounds and to the extent that the operations
involved are effected on an ethical basis, with respect for the well-being of animals and the principles of genetic
diversity.
(The practical effects of this will be further elaborated in the specific programmes).
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(a) Key actions

(i)

Systems and services for the citizen

The aim of this key action is to meet policy and user needs and to ease access at the lowest
cost to quality general-purpose services, boost the industry providing these services and pave
the way to ‘digital communities’ both in rural and urban areas. In this context, it will be
based on the following priorities:
— as regards health: on computerised clinical systems, on secure high-capacity health
networks and telemedicine,
— as regards persons with special needs, including the disabled and the elderly: on
advanced interfaced and on tele-systems to integrate the elderly and the disabled into
society,
— as regards public administration: advanced multimedia systems to facilitate access to and
provision of services of public interest,
— as regards the environment: on intelligent systems for analysis, surveillance, management
and early warning and support systems for the detection and clearance of landmines,
— as regards transport and tourism: on the advanced intelligent systems needed for
management and associated tele-services.

(ii) N e w m e t h o d s o f w o r k a n d e l e c t r o n i c c o m m e r c e

The aim of this key action is to develop technologies to help companies operate more
efficiently and to make commerce in goods and services more efficient, and to facilitate
improvements in working conditions and the quality of work. The priority topics will be:
— flexible, mobile and remote working methods and tools for individuals and for
cooperative and group working and working methods based on simulation and virtual
reality — including the related training,
— management systems for suppliers and consumers, including systems supporting
mass-customisation and interoperable and secure payment systems,
— information and network security, including cryptography, techniques for combating
computer crime, the technical means for authentication and the protection of integrity
and intellectual property and ‘privacy enhancing technologies’.

(iii) M u l t i m e d i a c o n t e n t a n d t o o l s

The aim of this key action is to facilitate lifelong learning, to stimulate creativity, to enable
linguistic and cultural diversity and to improve the functionality of future information
products and services, taking account of user-friendliness and acceptability. The research
emphasises intelligent systems for education and training with innovative forms of
multimedia content, including audiovisual content, and tools for structuring and processing
them. It will focus on four main lines:
— interactive electronic publishing with new methods for creating and structuring
publications; personalised dissemination of information and accessing scientific, cultural
and other items through networking of libraries, archives and museums,
— education and training: systems, services and software enabling the development and
demonstration of new methods using multimedia, broad-band communications,
simulation and virtual reality,
— new language technologies, including interfaces, which help to make information and
communications systems more user-friendly,
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— advanced technologies for accessing, filtering, analysing and handling information to
help manage the information explosion and facilitate the use of multimedia contents,
including geographical information systems.

(iv) E s s e n t i a l t e c h n o l o g i e s a n d i n f r a s t r u c t u r e s
The aim of this key action is to promote excellence in the technologies which are crucial to
the Information Society, to speed up their introduction and broaden their field of
application. This action will focus as a matter of priority on:
— technologies for and management of information processing, communications and
networks, including broad-band ones, together with their implementation,
interoperability and application,
— technologies and engineering for software, systems and services, including high-quality
statistics,
— real-time and large-scale simulation and visualisation technologies,
— mobile and personal communications and systems, including satellite-related systems and
services,
— interfaces making use of the various senses,
— peripherals, subsystems and microsystems,
— micro-electronics (technologies, tools, equipment and hardware necessary for the design
and manufacture of circuits and components and the development of applications).

(b) Research and technological development activities of a generic nature

In order to develop from a visionary perspective future and emerging technologies with a
potential industrial impact, research topics could include, in a non-prescriptive way:
— technologies for the representation, creation and handling of knowledge,
— nano-scale, quantum, photonic, bio-electronic technologies, including future generation
integrated circuits, ultra-high performance computers and super-intelligent networks.

(c) Support for research infrastructures

The priority is to provide support to facilitate the rapid implementation and interoperability of
Europe-wide advanced high-speed computer and communication systems needed for research in
all fields of science and technology, in the context of the global evolution of the internet.

THEME 3
COMPETITIVE AND SUSTAINABLE GROWTH

The objective is to produce and disseminate the knowledge and technologies needed to design
and develop processes and produce high-quality, environment- and consumer-friendly
products which will be competitive on tomorrow’s market, to help increase growth and create
new jobs in Europe and to sustain the continuing innovation effort of manufacturing firms
(including SMEs) so as to improve their competitiveness.
This goes hand in hand with the development of transport systems which are economic, safe,
and protective of the environment and quality of life.
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(a) Key actions (1)

(i)

Innovative products, processes and organisation
The aim of this key action is to facilitate the development of high-quality innovative
products and services which meet the needs of the citizen and the market and new methods
of production and manufacture, including innovation in and modernisation of traditional
industries, which save resources and are environmentally safe, whatever the method of
production. Research will focus as a matter of priority on:
— the elaboration, development and integration of new technologies for design,
manufacturing, control and production, including micro- and nano-scale technologies
and engineering,
— deployment, integration and adaptation of Information Society technologies for
intelligent manufacturing (including flexible workshop systems and systems for flexible
management of supply and distribution chains, embedded systems and tele-services for
operation and maintenance and simulation and shared-work technologies),
— technologies to improve quality control and for clean and eco-efficient processes,
including synthesis and separation techniques, aiming at reducing resource utilisation and
promoting the use of renewable resources, re-use and recycling of waste and the
development of clean processes and products based on the concept of ‘life-cycle
analysis’,
— new methods of organising production and work and of using and developing skills
(including socio-economic analyses), also in traditional industries.

(ii) S u s t a i n a b l e m o b i l i t y a n d i n t e r m o d a l i t y
The aim is to ensure the development of fully integrated policy and operational options for
an integrated interoperable European rail and road, air and waterborne transport system on
a broadly intermodal basis to ensure the mobility of people and goods, whilst at the same
time improving transport efficiency, safety and reliability and reducing congestion and other
environmental disbenefits. This requires as a matter of priority:
— the development, validation and demonstration of rational modal and intermodal
transport management systems, including better use of second-generation satellite
navigation and positioning systems, and advanced traveller and operator information
services,
— research into transport infrastructures and their interfaces with transport means and
systems, while reducing any adverse environmental and safety impacts and taking
account of accessibility and the integration of regional planning and transport policies,
— the development of technical and socio-economic scenarios for the sustainable mobility
of people and goods.

(iii) L a n d t r a n s p o r t a n d m a r i n e t e c h n o l o g i e s
The aim is to encourage, whilst preserving the environment and improving safety, the
development and integration of knowledge and technologies specific to land transport and
sea-based activities. It will enable the Community to develop technologies to maintain and
consolidate the competitive position of the European automotive and rail industry by
developing innovative technologies and new materials, modes and systems for sustainable
and efficient land transport means and to fully exploit the sea’s potential and improve the
competitiveness of marine industry. This action will be complementary to the key actions on
sustainable mobility and intermodality and sustainable marine ecosystems. Action will cover
as a matter of priority:
— development of technologies for economic, clean, safe, efficient, energy-saving and
intelligent road and rail vehicles operating in the total integrated transport
environment,

(1) Coordination will be ensured between the various key actions and generic technologies on rail and road transport
means.
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— innovative vehicle concepts using new materials and construction techniques with
emphasis on improved safety (including weight reduction and crashworthiness),
recyclability and reduction of whole life-cycle costs,
— human/vehicle interaction in road and rail vehicles and innovative methods for the
adaptation of rail-based systems to new needs,
— development of advanced ships which are safe, environmentally friendly and efficient,
— the use of the sea and inland waterways as economic and safe means of transporting
goods and passengers (including advanced port infrastructure) by maximising vessel
performance and interoperability in conjunction with the key action on ‘sustainable
mobility and intermodality’,
— technologies for the study and observation of the seas and sustainable exploitation of the
seas’ energy and mineral resources, including off-shore and sub-sea technologies, and
unmanned vehicles and submarine acoustics.
(iv) N e w p e r s p e c t i v e s i n a e r o n a u t i c s
The aim of this key action is to help the Community consolidate its position in this sector by
developing its mastery, in an environmentally friendly manner, of the most advanced
aeronautical technologies. It will cover as a matter of priority:
— the development and demonstration of advanced technologies for integrated design and
production, and for reduction of energy consumption, emissions and noise for various
aircraft concepts,
— the technological and economic feasibility of and the critical technologies for
new-generation aircraft concepts including advanced systems and sub-systems,
— the development of technologies to improve operational safety and efficiency, including
on-board integration of air-traffic management technologies, in coordination with other
transport-related key actions.

(b) Research and technological development activities of a generic nature
The effort will be focused on the priority research needed to reinforce European competitiveness
and quality of life:
— by supporting the development of new and improved industrial materials and the processes
for their manufacture: materials resistant to high temperatures and high pressure (e.g. for
energy generation and engines); light materials (for transport and construction); functional
materials (opto-electronics, biomaterials, sensors) designed and developed with ease of
recycling in mind; surface and interface engineering, as well as nano-scale and beam
technologies,
— by ensuring that European standards and testing laboratories provide consistent
measurements and tests which are equivalent to similar measurements made by Europe’s
major trading partners; by making available technical tests, certified reference materials and
measuring instruments for use in Member States in order to assure compliance with
Community directives; by supporting standardisation and certification, including action to
combat fraud and ensure the quality of products and services,
— by developing new and improved materials and production technologies in the steel field.

(c) Support for research infrastructures
In accordance with the general objectives outlined above, activities should focus, for example, on
computing centres for research, high-power wind tunnels, laboratories and facilities for
measurements and tests, as well as specialised databases.
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THEME 4
ENERGY, ENVIRONMENT AND SUSTAINABLE DEVELOPMENT

Research and technological development in the field of the environment, energy and the
sustainable management of ecosystem resources is essential for the implementation of Union
policies. Making use of the knowledge and technologies needed will make it possible to meet
a wide range of needs. The results of this research will provide the basis for the framing of
policies at Community level or deriving from international treaties.
This objective goes hand in hand with economic development and industrial competitiveness
that respects the environment and quality of life. It necessitates clean, efficient, economic and
diversified energy systems and services, including the introduction of new and renewable
energy technologies. In particular, these should contribute to a substantial reduction in
emission of CO2 and other greenhouse gases.

Although research and technological development in the field of environment and energy are closely
related, they remain distinct areas, each requiring specific financial and administrative
arrangements.

A. Environment and sustainable development

(a) Key actions
(i)

Sustainable management and quality of water
The aim of this key action is to produce the knowledge and technologies needed for the
rational management of water resources for domestic needs and those of industry and
agriculture. Among the priority fields concerned are:
— treatment and purification technologies to prevent pollution, to purify water and to
use and/or re-use water rationally (including closed loops; reliability of distribution
networks); integrated approach to management of water resources and wetlands,
— technologies for monitoring and preventing pollution and the protection and
management of ground-water and surface-water resources, including ecological
quality aspects,
— surveillance, early warning and communication systems,
— technologies for the regulation and management of stocks and technologies for arid
and semi-arid areas and generally water-deficient regions.

(ii) G l o b a l c h a n g e , c l i m a t e a n d b i o d i v e r s i t y
The aim of this key action is to develop the scientific and technological basis and tools
necessary to underpin implementation of Community policies, notably the EC
Environmental Action Programmes and the Biodiversity Strategy, and to support the
research obligations stemming from international treaties and conventions signed by the
European Community and its Member States. Overall, the key action seeks to increase
understanding in these areas in order to help deliver the Community goal of sustainable
development, where possible in interaction with industry. In this context priorities are:
— to understand, detect, assess and predict global change processes, with an emphasis
on the European and sub-regional causes and impacts, with respect to both natural
and anthropogenic phenomena and in the context of the sustainable use of natural
resources. The natural, the socio-economic and, where relevant, the cultural sciences
will be used,
— to foster better understanding of the terrestrial and marine ecosystems and the
interactions between them and other ecosystems,
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— to develop scenarios and strategies for the prevention and mitigation of and
adaptation to global change, climate change and conservation of biodiversity in the
context of sustainable development,
— to support the development of a European component of the global observing
systems for climate, terrestrial ecosystems (including biodiversity) and oceans (for
example, Euro-GOOS).

(iii) S u s t a i n a b l e m a r i n e e c o s y s t e m s
The aim of this key action is to promote sustainable integrated management of marine
resources and to contribute to the marine aspects of the fifth action plan on the
environment. Synergy with other relevant activities of the framework programme will be
ensured through a specific coordinating mechanism.
Research will be directed towards:
— developing the necessary scientific knowledge base on marine processes, ecosystems
and interactions for sustainable use of the marine environment and resources,
— reducing the impact of human activity upon the biodiversity and sustainable
functioning of marine ecosystems and developing the technologies required to
facilitate safe and economic, yet sustainable, exploitation of marine resources,
— monitoring and managing coastal processes in order to alleviate pollution, flooding
and erosion, in particular of fragile coastlines, and to facilitate land reclamation from
the sea,
— enabling the operational forecasting of environmental constraints on safe sustainable
offshore operations, including the necessary components of an appropriate marine
observing system.

(iv) T h e c i t y o f t o m o r r o w a n d c u l t u r a l h e r i t a g e
The aim of this key action is the harmonious development of the citizens’ urban
environment from a global, innovative and resource-saving viewpoint in an
environmentally sound manner, using advanced models of organisation bringing together
in particular the improvement of the quality of life, the restoration of social equilibria
and the protection, conservation and enhancement of the cultural heritage for the
sustainable exploitation of its socio-economic potential for employment and tourism.
Action will focus as a matter of priority on:
— new models for the sustainable development of European cities and city regions, the
elaboration of medium- and long-term socio-economic scenarios and research,
development and demonstration activities focusing in particular on supporting and
accompanying economic competitiveness, town planning and architecture, social
integration, safety, energy efficiency and energy saving (in particular in buildings and
in urban transport) and information networks (the concept of ‘digital cities’),
— development and demonstration of technologies and products for diagnosis,
protection, conservation, restoration and sustainable exploitation of the European
cultural heritage, focusing on both movable and immovable cultural assets with a
view to promoting their value and the quality of life,
— development and demonstration of technologies for economic, clean, effective and
sustainable preservation, recovery, renovation and construction, in particular for
large groups of buildings,
— comparative assessment and cost-effective implementation
sustainable transport systems in an urban environment.

of

strategies

for

(b) Research and technological development activities of a generic nature
— the fight against major natural and technological hazards through the development of
forecasting, prevention, impact assessment and mitigation techniques,
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— the development of generic Earth observation technologies, notably satellite-borne
technologies (1) for environmental monitoring and resource and ecosystem management
applications,
— the study of the socio-economic aspects of development of environmental change within
the perspective of sustainable development (impact on society, the economy and
employment).

(c) Support for research infrastructures
In accordance with the general objectives outlined above, activities should focus, for example,
on databases, marine-research facilities and computer centres for climate studies.

B. Energy
(a) Key actions (2)
(i) C l e a n e r e n e r g y s y s t e m s , i n c l u d i n g r e n e w a b l e s
The aim of this key action is to minimise the environmental impact of the production and
use of energy in Europe. Action will be taken to investigate cleaner, most notably
renewable, energy sources, as well as to help reduce the environmental impact of existing
fossil fuel use. Work will focus by way of priority on:
— large-scale generation of electricity and/or heat with reduced CO2 emissions from coal,
biomass or other fuels, including combined heat and power,
— development and demonstration, including for the purposes of decentralised
generation, of the main new and renewable energy sources, in particular biomass,
fuel-cell, wind and solar technologies,
— integration of new and renewable energy sources into energy systems,
— cost-effective environmental abatement technologies for power production.
(ii) E c o n o m i c a n d e f f i c i e n t e n e r g y f o r a c o m p e t i t i v e E u r o p e
The aim of this key action is to provide Europe with a reliable, efficient, safe and
economic supply for the benefit of its citizens, the functioning of society and the
competitiveness of its industry. Action will need to be taken at every stage of the energy
cycle — production, distribution and final use — to improve efficiency and reduce costs.
Work will focus by way of priority on:
— technologies for the rational and efficient end-use of energy,
— technologies for the transmission and distribution of energy,
— technologies for the storage of energy on both the macro and the micro scales,
— improved exploration, extraction and production efficiency for hydrocarbons,
— improving the efficiency of new and renewable energy sources,
— the elaboration of scenarios on supply and demand in economy/environment/energy
systems and their interactions, and the analysis of the cost-effectiveness (based on
whole-life costs) and efficiency of all energy sources.

(b) Research and technological development activities of a generic nature
— The study of the socio-economic aspects of energy within the perspective of sustainable
development (impact on society, the economy and employment).
(1) There will be specific coordination of the activities relating to ‘space technology’ application carried out within each of
the thematic programmes.
(2) The activities carried out in this area will be closely coordinated, as appropriate, with the activities of the fifth Euratom
framework programme for research and training, while fully respecting the legally independent nature of these two
programmes.
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2. SECOND ACTIVITY

HORIZONTAL THEME ‘CONFIRMING THE INTERNATIONAL ROLE OF COMMUNITY
RESEARCH’

The main purposes of this horizontal theme are to promote scientific and technological
cooperation internationally; to reinforce Community capacities in the fields of science and
technology; to provide general support for the achievement of scientific excellence within the
wider international framework; and to contribute to the implementation of the Community’s
external policy also with the accession of new Member States in mind.

The general objectives of international scientific cooperation are:
— to promote scientific and technological cooperation between undertakings, organisations and
researchers from third countries and from the Community, which is likely to produce significant,
mutual and balanced benefits, taking into account the different needs and circumstances of
individual groups of countries and regions whilst respecting the protection of intellectual
property,
— to facilitate access for research centres and undertakings established in the Community to
scientific and technological knowledge available outside the Community which serves the
Community’s interests,
— to enhance the position and role of Community research in the international scientific and
technological arena and promote a European scientific and technological culture,
— to prepare for the accession of new Member States e.g. by encouraging their full association with
the framework programme; to contribute to the stabilisation of the RTD potential of the CEECs
in general and of the Newly Independent States of the former Soviet Union (NIS), to support and
develop the Euro-Mediterranean partnership and to contribute to the sustainable economic,
social and scientific development of developing countries,
— to help European research players acquire information and gain experience of research capacity,
activity and priorities of industrialised third countries and ‘emerging economy’ countries, so as to
make Community industry more competitive and enhance its presence on new markets.
International scientific and technological cooperation will be implemented on the basis of
cooperation agreements, where these exist, and through this horizontal international cooperation
programme, as well as through activities undertaken within the other programmes of this framework
programme.

A. Specific actions in the ‘international cooperation’ programme
On the basis of the cooperation policies in specific areas which the Community pursues with its
various potential partners, three categories of action will be implemented with a specific
international dimension, linked to specific problems facing these countries and not addressed by
the other activities of the framework programme. Only these actions will be financed through the
specific ‘international cooperation’ programme.

(a) Cooperation with certain categories of third country
— States in the pre-accession phase: promotion of their centres of excellence, accompanying
measures to facilitate participation in the other programmes of the framework
programme, including through cooperation networks,
— NIS and CEECs not in the pre-accession phase: support for their research and
technological development potential (including through INTAS for the NIS, provided that
a new agreement is reached between its members on its continuation), cooperation in
areas of mutual interest (including satellite applications, regional problems linked to the
environment and health),
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— Mediterranean partner countries: improving through joint activities their RTD capacities
and promoting innovation; cooperation in areas of mutual interest, notably regional
aspects of the Mediterranean, including environmental aspects, support for
socio-economic development, including the urban dimension, transition to the information
society and preservation of cultural heritage, accompanying measures to facilitate
participation in the other programmes of the framework programme, including through
cooperation networks,
— developing countries: a policy dialogue on RTD needs and priorities with groups of
countries and regions will be developed. Cooperation activities will be envisaged, in
particular in the following areas: mechanisms and conditions for sustainable development;
sustainable management and use of natural resources, including agricultural production,
environmental and energy aspects; health, nutrition and food security,
— emerging economy and industrialised countries: Exchanges of scientists; organisation of
workshops; accompanying measures to promote partnerships and to enhance mutual
access to each other’s RTD activities including, where appropriate, through scientific and
technological cooperation agreements.

(b) Training of researchers
A system of fellowships will be set up to give young researchers from developing countries,
Mediterranean and ‘emerging economy’ countries the opportunity of collaborating in
laboratories in the Community on specific projects of the framework programme. Another
fellowship scheme will be provided for a limited number of young Community researchers so
as to enable them to work in industrially-oriented laboratories of the highest quality in third
countries in areas of particular interest to the Community.

(c) Coordination
Coordination with COST actions, and support for COST administration, coordination with
EUREKA and with international organisations involved in research activities; coordination of
activities pursued through the other programmes of the framework programme — with one
another, with those pursued through the Community’s other cooperation actions (notably
PHARE, TACIS and MEDA) and with the Member States’ cooperation activities.

B. International cooperation pursued through the other framework programme activities

Participation by entities of third countries in the specific programmes may take basically two
forms:
— programme participation based on full association with the framework programme:
participation for third-country entities under similar conditions to Member State entities. Full
association of States in the pre-accession phase could be facilitated through appropriate
degressive financing mechanisms, making use, where so decided, of other relevant Community
instruments (e.g. PHARE). For other States in the pre-accession phase which indicate that full
participation in the framework programme is not yet feasible for them, partial association
with one or more complete specific programmes could be envisaged,
— participation in specific programmes on a project-by-project basis: if a bilateral or a
multilateral cooperation agreement is necessary in the Community’s interest in order to
provide access to high-quality third-country programmes and suitable IPR arrangements,
project-by-project participation will be subject to the conclusion of such an agreement.
Participating entities of third countries will in principle not benefit from funds under these
programmes, except in cases duly justified as being in the Community’s interest.
The detailed conditions under which entities from third countries and international
organisations involved in research activities may participate in the framework programme,
including the financial arrangements, will be specified in the decision which will be adopted
pursuant to Article 130j of the Treaty.

C 178/69

C 178/70

Official Journal of the European Communities

EN
3. THIRD ACTIVITY

HORIZONTAL THEME ‘PROMOTION OF INNOVATION AND ENCOURAGEMENT OF SME
PARTICIPATION’

Innovation is a key factor in industrial competitiveness, sustainable social and economic
development and job creation. The aim is to promote innovative activities, including the
creation of innovative enterprises, and to facilitate the dissemination and exploitation of
research results and support technology transfer.
Small and medium-sized businesses are important vectors and actors in innovation. The
development of SMEs can make a vital contribution to economic and social development,
new economic activities, job creation and competitiveness. SMEs should be provided with
easy access to the advanced technologies which they need, and to the opportunities offered by
the Community’s as well as the Member States’ research programmes.

Promotion of innovation and SME participation, although not synonymous, are closely linked. As
far as possible, this theme will therefore be implemented by means of joint action covering both
areas. Furthermore, the activities carried out in this programme will be complementary to activities
undertaken within Member States and to activities to promote innovation and encourage SME
participation carried out elsewhere in the framework programme, and will therefore support,
supplement and, as appropriate, give direction to these various efforts.

A. General objectives
(a) Promotion of innovation
— to help implement innovation policies in the European Union, in particular by
contributing to the creation of an environment conducive to innovation,
— to enhance public awareness of the benefits of innovation,
— to improve the economic and social impact of framework programme research activities
by ensuring better dissemination and exploitation of their results, as well as the transfer
and dissemination of technology from various sources, taking account of the needs of
customers and users,
— to facilitate access of programme participants (particularly SMEs), through provision of
information and advice, to instruments which support innovation.
(b) Encouraging SME participation
— to stimulate SME participation in the research programmes and technology transfer to
SMEs — both SMEs active in research and high technology and those with little or no
research capability but with substantial technological needs and a capacity to absorb new
technologies; to help SMEs throughout the European Union to develop their technological
capabilities, taking into account also specific problems of SMEs in less-favoured regions,
— to assist SMEs in setting up transnational networks and partnerships for the absorption
and diffusion of new technologies,
— to encourage the development of transnational links between SMEs, large companies,
research centres and universities.

B. Actions specific to the horizontal programme
(a) Promotion of innovation
— identification and dissemination, in concert with the other programmes of the framework
programme, of adequate mechanisms to facilitate, in the life-cycle of projects, the
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exploitation, private financing and transfer of technologies and results produced, while
guaranteeing protection of the knowledge acquired,
— development, validation and implementation of methodologies for technology transfer
actions integrating the technological, economic and social aspects of innovation and,
where necessary, transnational dissemination and exploitation of results not stemming
from the thematic programmes (taking account of the particular characteristics of each
sector of activity),
— coordination of studies and analyses carried out in various fora and integration of their
results with a view to establishing a common reference framework in the area of
innovation policy.

(b) Encouraging SME participation
— management of a single complementary entry point for SMEs — for all the research
programmes — in the Commission’s departments, making use of existing support
networks in Member States; definition and management of common tools facilitating
SME participation in the programmes (fullest possible use of electronic methods for
information dossiers, submission of proposals, ‘help line’, specialised Intranets to
stimulate SME participation in innovation, etc.); provision of information on programmes
and
training
on
proposal
preparation;
increasing
involvement
in
the
consultation/assessment process of the SMEs concerned; ensuring a structured and rapid
feedback system for all applicants; assistance for the establishment of consortia,
— assistance to SMEs in identifying their current and future technological needs and
provision of information and advice with a view to meeting those needs.

(c) Joint actions for innovation/SMEs
— actions at Community level for the rationalisation and coordination of networks
providing information and assistance on the Community’s research and innovation
activities; management, in concert with the other programmes of the framework
programme, of the support network for innovation and technology transfer, making best
use of the innovation relay centres and the CRAFT focal points; consolidation of
mechanisms for gathering and disseminating information, such as the CORDIS
information service,
— provision of information and advice, as well as pilot activities, in the areas of:
— intellectual property rights,
— access to private finance, notably venture capital funds,
— the creation of innovative start-ups, principally via European organisations and funds
(European Investment Fund, European Investment Bank, and the Eurotech Capital
scheme).
The objective of the pilot activities will be to improve the existing capacities for
information, advice and analysis and to facilitate access to existing public and private
instruments at national or Community level without providing financial subsidies to
enterprises or creating a competing financial instrument;
— identification and promotion, in concert with the other programmes of the framework
programmes, of best practices in innovation.

C. Interaction with related actions in the other framework programme activities

(a) Promotion of innovation
— encouraging preparation for the exploitation and dissemination of results during the
research phase;
— ensuring consistency between activities to foster innovation under the other programmes
and those carried out in this programme,
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— coordination of the activities of the ‘innovation units’ to be set up under the thematic
programmes, with the aim of supplementing the innovation dimension of the
implementation of programmes (e.g. in the selection and monitoring of projects) and
securing, as appropriate, the follow-up of technology transfer, including technology
transfer projects with a demonstration effect.

(b) Encouraging SME participation
Support for SME participation in RTD and demonstration activities to be carried out in the
programmes:
— ‘cooperative research’ activities enabling at least three mutually independent SMEs from at
least two Member States jointly to entrust the resolution of their common technological
problems to third legal entities with appropriate research capacities,
— activities to support and encourage SME participation in collaborative and cooperative
research projects (for example on the basis of ‘exploratory awards’ respecting the needs of
SMEs for a flexible and easily accessible support system.
Support for ensuring and improving dissemination and exploitation of results within the
thematic programmes.

4. FOURTH ACTIVITY

HORIZONTAL THEME: ‘IMPROVING HUMAN RESEARCH POTENTIAL AND THE
SOCIO-ECONOMIC KNOWLEDGE BASE’

The world is increasingly based on knowledge. The Community’s prime asset in this area is
the quality of its researchers, engineers and technicians. The aim is to preserve and help
develop this knowledge potential through greater support for the training and mobility of
researchers and by enhancing access to research infrastructures.
The Community also has a solid tradition of research in social and economic science and the
humanities, which needs to be mobilised to identify economic and social trends and
requirements, both current and future, in order to contribute to the Community’s
competitiveness and the quality of life of its citizens.

A. General objectives
The general objectives of this activity, to be realised in concert with related actions elsewhere in
the framework programme, are centred on two main areas of activity, namely improving the
human research potential and strengthening the socio-economic knowledge base. To this end,
actions will be undertaken:
— to develop the Community’s human research potential, making special efforts to ensure
equality of access and a better balance between men and women, notably through the
training and mobility of researchers so as to contribute, inter alia, to efforts for creating new
jobs,
— to enhance access to research infrastructures,
— to help make the Community an attractive location for researchers and to promote European
research in the international arena and to promote a European scientific and technological
culture,
— to strengthen, through a specific key station, the socio-economic knowledge base for a better
understanding of key problems facing European society,
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— to help develop scientific and technological policies and other Community policies.

B. Actions specific to the horizontal programme

(a) Improving human research potential
Supporting training and mobility of researchers
Actions will cover:
— the establishment of research training networks on high-quality projects, including those
in emerging fields of research, on topics freely chosen by the researchers. The accent will
be placed on the training and development of young researchers at pre-doctoral and at
post-doctoral level,
— the establishment of a coherent system of ‘Marie Curie’ fellowships centred on individual
fellowships for young high-quality researchers with the necessary research experience,
awarded for topics chosen by the researchers themselves.

Additional and complementary schemes include:
— industrial host fellowships awarded to, and jointly funded by, enterprises (including
SMEs) for the training of young researchers;
— development host fellowships to help develop high-level research capacity in the less
favoured regions of the Community;
— experienced researchers’ fellowships to promote mobility between industry and
academia;
— support for short stays by doctoral students at training sites.

Enhancing access to research infrastructures
The main aim is to enhance access to research infrastructures (large facilities, networks of
distributed facilities, infrastructural centres of competence) to the extent that such measures
are not undertaken by other activities of the framework programme. To this end, measures
are envisaged to help researchers with transnational access to infrastructures which are of
Community-wide interest on account of their rarity and/or specialisation, including, where
relevant, complementary measures to support the setting up of networks between
infrastructure operators and related research projects.

Promoting scientific and technological excellence
The objective here is to stimulate, through exchange, scientific and technological excellence
and to make the most of the achievements of research. Activities will build on and
complement national activities and will include support for high-level scientific conferences,
the networking of Community researchers active outside the Community with their
Community colleagues, distinctions for high-level research work and actions to raise public
awareness and making information on important scientific issues available to the public at
Community level, including via electronic networks.

(b) Key action: improving the socio-economic knowledge base
The aim of this key action is to define the base for employment-generating social, economic
and cultural development and for building a European knowledge society. It covers a number
of subjects linked to the general objectives of the framework programme. Work will focus
on:
— analysing structural, demographic and social changes, including the phenomena of
xenophobia, racism and migration in Europe, and their impact on economic development,
social integration and social protection,
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— the relationship between technological development, employment and society, including
working conditions and workforce skills and on innovation in education and training,
including for newly emerging professions,
— analysing the changing role of European institutions, systems of governance and
citizenship in the process of European integration, taking account of the impact of
culture, the media and the social and legal environment,
— validating new development models, fostering growth, employment, social and economic
cohesion and the quality of life, taking account of the development of services and the
non-tangible economy.
(c) Other activities will be undertaken in support of the development of science and technology
policies.
The aim is to support the development of the specific knowledge base needed by
policy-makers and other users on European science and technology policy issues. Building
upon and complementing national and international activities, this action will cover the
development of appropriate and comparable indicators, technology watch and assessment,
strategic analysis of specific policy issues and, where appropriate, promotion of exchange of
information and experience between policy-makers and researchers.

C. Interaction with related actions in the other framework programme activities
This activity will include the coordination, support and accompanying actions needed to ensure
consistency with actions undertaken elsewhere in the framework programme on the aspects
related to the objectives and activities of this programme. The programme will also ensure,
through appropriate monitoring and coordinating mechanisms, the adequate incorporation of
socio-economic and strategic considerations into the research activities of the thematic
programmes.
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ANNEX III

FIFTH FRAMEWORK PROGRAMME (1998 TO 2002)
AMOUNTS AND BREAKDOWN

Indirect actions:

ECU million
(current prices)

— First activity

10 039

— Second activity

458

— Third activity

350

— Fourth activity

1 205

Direct actions (1)

688
Maximum overall amount

12 740

(1) To be carried out by the JRC.

(in ECU million)

Indicative breakdown between the themes of the first activity:
— quality of life and management of living resources

2 239

— user-friendly information society

3 363

— competitive and sustainable growth

2 389

— energy, environment and sustainable development
— environment and sustainable development

1 044

— energy

1 004
10 039
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ANNEX IV

RULES FOR FINANCIAL PARTICIPATION BY THE COMMUNITY

The Community will contribute financially to the research and technological development activities,
including demonstration activities, hereinafter referred to as ‘indirect RTD actions’, carried out under the
specific programmes implementing the framework programme. In addition, it will carry out directly research
and development activities in the areas covered by the framework programme, hereinafter referred to as
‘direct TRD actions’.

1. Indirect RTD actions
The indirect RTD actions will comprise: shared-cost actions, which will be the principal mechanism for
implementing the specific programmes, as well as training fellowships, support for networks, concerted
actions and accompanying measures.

(a) Shared-cost actions
— Research and technological
RTD/demonstration projects:

development

projects,

demonstration

projects,

combined

— research and technological development projects: projects designed to obtain new knowledge
likely to be useful either to develop new or significantly to improve existing products,
processes and/or services and/or to meet the needs of Community policies,
— demonstration projects: projects designed to prove the viability of new technologies which
offer a potential economic advantage but which cannot be commercialised directly,
— combined RTD/demonstration projects: projects with both a research and technological
development component and a demonstration component.
— Enhancing access to research infrastructures:
In addition to measures in support of research infrastructure within the other indirect RTD
actions, support for enhancing access to research infrastructures will be granted towards the
additional costs of receiving Community researchers and making facilities available.
— Technology stimulation to encourage and facilitate SME participation in RTD activities:
‘Cooperative research’ projects: projects enabling at least three mutually independent SMEs from
at least two Member States to entrust the resolution of their common technological problems to
third legal entities with appropriate research capacities jointly.
‘Exploratory awards’ to support the exploratory phase of a project. This might consist of
feasibility studies, project validation and preparation and partner search, during a period not
exceeding 12 months.

(b) Training fellowships
Training fellowships are defined in the context of the fourth activity (Marie Curie fellowships).
Fellowships awarded under the first, second or fourth activities will provide an allowance for the
fellow which will include provision for proper social welfare expenses and a contribution to costs
involved in mobility. There will also be a contribution to the eligible costs of the host institution
when it is in the Community.

(c) Support for research training networks and thematic networks
— Research training networks in the context of the fourth activity. Support will be granted towards
the additional eligible costs connected with setting up and maintaining the network.
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— Thematic networks: networks bringing together, for instance, manufacturers, users, universities,
research centres, organisations and research infrastructures around a given scientific and
technological objective, so as to facilitate coordination of activities and transfer of knowledge.
Support will be granted towards the additional eligible costs of coordinating and implementing
the network.

(d) Concerted actions
Concerted actions will be designed to coordinate RTD projects already in receipt of funding, in order
to exchange experience acquired, to expand the research efforts of the various players so as to reach
a critical mass, to disseminate results and to inform users.

(e) Accompanying measures
Accompanying measures will contribute to the implementation of the specific programmes or the
preparation of future activities, with a view to enabling them to achieve their strategic objectives.
They will also seek to prepare for or to support other indirect RTD actions. Measures devoted to the
commercialisation of products, processes or services, marketing activities and sales promotion are
excluded.
The Decisions adopting the specific programmes may spell out in more detail the indirect RTD
actions described above, supplement them or subject them to additional conditions or limitations.
The rules for the participation of undertakings, research centres and universities in indirect RTD
actions and for the dissemination of results will be specified in the Council Decision to be adopted
pursuant to Article 130j of the Treaty. Eligible costs will be defined in that Decision and specified in
detail in particular in the contracts.
In addition to the direct RTD actions described below, the JRC will progressively compete for funds
for the indirect RTD actions of the framework programme.

2. Direct RTD actions
The direct RTD actions to be implemented by the Joint Research Centre (JRC) will cover research and
scientific and technical support activities of an institutional character. The JRC may provide support
where it has special or even unique expertise and facilities in the Community or where it is entrusted
with activities necessary for the framing and implementation of Community policies and tasks
incumbent on the Commission pursuant to the Treaty which require the JRC’s impartiality. The JRC
will carry out its activities in close cooperation with the scientific community and enterprises in
Europe.

3. Rates of participation
In the Decisions adopting the specific programmes implementing the fifth framework programme there
can be no derogations from the financial participation rates set out below, with the exception of duly
justified special cases.
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Activity

Rate of framework programme participation

Indirect RTD actions
RTD projects
Demonstration projects
Combined RTD/demonstration projects

50 % of the total eligible costs (1) (2)
35 % of the total eligible costs (1) (2)
35 to 50 % of the total eligible costs (1) (2) (3)

Support for access to research infrastructures

Maximum of 100 % of additional eligible costs

‘Cooperative research’ projects

50 % of the total eligible costs (1)

‘Exploratory awards’

75 % of the total eligible costs

Training fellowships

Maximum of 100 % of the additional eligible
costs (4)

Research training networks

Maximum of 100 % of additional eligible costs

Thematic networks
Concerted actions

Maximum of 100 % of additional eligible costs

Accompanying measures

Maximum of 100 % of the total eligible costs

Direct RTD actions

100 % of the costs

(1) These rates may need to be adjusted in individual cases to comply with the Community framework for State aid for
research and development and with Article 8 of the Agreement on subsidies and countervailing measures of the
WTO agreement.
(2) In the special case of legal entities which do not keep analytical accounts, the additional eligible costs generated as
a result of the research will be financed at the rate of 100 %.
(3) 35 % for the demonstration part, 50 % for the RTD part.
4
( ) In the case of industrial host fellowships, this will normally approximate to 50 % of the total eligible costs.

4. Joint undertakings, etc.
Any Council Decisions taken pursuant to Article 130o, as referred to in Article 3(2) of this Decision,
will lay down, where necessary, rules on financial participation by the Community.
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STATEMENT OF THE COUNCIL’S REASONS
I.

INTRODUCTION

On 2 May 1997 the Commission submitted its proposal for a European Parliament and
Council Decision concerning the fifth framework programme of the European Community
for research, technological development and demonstration activities (1998 to 2002), a
modified proposal being submitted on 11 August 1997.

This proposal is based on Article 130i(1) of the EC Treaty (1).

The European Parliament delivered its opinion on the proposal on 18 December 1997.

The Commission submitted a second modified proposal on 16 January 1998.

II.

COMMON POSITION OF THE COUNCIL

The Council adopted its common position on the proposal for the fifth framework
programme of European Community RTD activities on 23 March 1998 (2).

The Council has sought to incorporate to the largest extent possible the suggestions from
the European Parliament, with a view to formulating a text which reflects a consensus
between the two legislative bodies whilst respecting the general approach of the
Commission’s proposal. To this end, the Council has followed certain guiding principles:
1. the need for a more focused and concentrated Community research effort based on
greater efficiency and added value;
2. the role of the framework programme as an instrument for the realisation of major
Community objectives, in particular: improving the competitiveness of European
industry vis-à-vis its international competitors, stimulating growth and employment and
improving the quality of life of Europe’s citizens;
3. a realistic approach in setting objectives and defining activities, taking into account that
the Union’s priorities are evolving in the framework of Agenda 2000 and that a new
financial perspective will be negotiated during the lifetime of the fifth framework
programme;
4. the need for simplicity and clarity of the text, thereby avoiding details best suited to the
specific programmes.
Part A of these reasons clarifies the Council’s position as regards the main aspects of the
Commission’s proposal. Part B sets out the Council’s reaction to the amendments proposed
by the European Parliament.
(1) The Commission also submitted at the same time a proposal for a Council Decision concerning a fifth
framework programme of Community activities in the field of research and training for the European
Atomic Energy Community (1998 to 2002), based on Article 7 of the EAEC Treaty.
(2) At the same time it registered agreement on the text of the EAEC research and training framework
programme, on the understanding that the final adoption of the Decision would take place
simultaneously with the adoption of the EC framework programme Decision. This text is transmitted to
the European Parliament for information.
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A. Main aspects of the framework programme

1. Structure and content of the framework programme
The Council generally supported the Commission’s approach based on concentration
of activities around a limited number of programmes. However, the Council agreed
with the European Parliament on the need for an additional thematic programme
devoted to energy and environment research, not least because of the commitments
entered into by the Community at the Kyoto Climate Conference. The Council’s
common position, therefore, includes a fourth thematic programme ‘Energy,
Environment and Sustainable Development’ with a consequential transfer of certain
key actions from the thematic programmes ‘Quality of life’ and ‘Competitive growth’
to this new programme (Amendments 29, 33, 73 to 81 and 133).
The Council also accepted the European Parliament’s proposal that the fourth
thematic programme should be divided into two sub-programmes on environment
and energy, respectively, each with a separate budgetary allocation (amendment 125,
second part). Moreover, the Council agreed with the European Parliament’s
suggestion to split the energy sub-programme into two key actions, giving also more
emphasis to renewables (Amendments 73 and 74).
The Council approved, for the most part, the key actions proposed by the
Commission but agreed with Parliament on the need for new key actions on the
ageing population (Amendment 116), on global change (Amendment 76) and a
combined key action on land transport and marine technologies (Amendments 72
and 168), all of which are incorporated in the common position.
Moreover, the Council introduced a new key action on marine sciences in the
environment programme.
As regards the horizontal activities, whilst supporting the broad lines of the
Commission’s proposal, the Council’s common position, very much in line with the
European Parliament’s opinion, introduces some changes to Activities 3 and 4 so as
to pay greater attention to SMEs and the socio-economic dimension, in particular by
introducing a new key action on socio-economic research in Activity 4 (see points 4
and 5 below).
On Activity 2, the Council’s common position seeks to establish a broad framework
of cooperation with all the Community’s international partners, taking account of
the specificities of regions and groups of third countries. With the future enlargement
of the Union in mind, particular measures to facilitate participation in the
framework programme of States in the pre-accession phase have also been
incorporated.

2. Overall amount
The fifth framework programme comes at a time when the Union is re-assessing its
priorities in the run-up to monetary union and the future enlargement of the Union.
The Council’s decision on the overall amount of the framework programme is,
therefore, set against the background of Agenda 2000 and takes into account that a
new financial perspective will be negotiated during the lifetime of the fifth
framework programme. The Council places great importance on value for money
and considers that the more focused structure of the framework programme will
allow for savings to be made. In this context also, the Council considers that
efficient and lean management will contribute to cost saving and notes with approval
the European Parliament’s amendments (Amendments 162 and 163) regarding
transparency of administrative costs which the Council has largely accepted.
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Whilst noting therefore the European Parliament’s proposal for an increase in the
overall amount (Amendment 31 (a)), the Council has had to balance different
priorities. The Council has therefore decided on the figure of ECU 12 740 million (1)
which it considers to be a realistic compromise.
In view of the fact that the current financial perspective expires at the end of 1999,
the Council decided to give a distribution of the overall amount between the first
and second periods of the framework programme. The Council shares the view of
the European Parliament that there is a need to ensure that the overall amount is
consistent with the financial perspective in the period 2000 to 2002. To this end, the
Council has accepted and further developed the ideas set out in European Parliament
Amendments 16 and 31(b), by providing for a new decision by the European
Parliament and Council in the case where the overall amount should not prove to be
compatible with the new financial perspective in the years 2000 to 2002, or in the
absence of a financial perspective.
In order to ensure compliance with this provision, the Council would further suggest
that a joint declaration of the three institutions might be made on the following
lines:
‘The European Parliament, the Council and the Commission declare that the
financial amounts for the fifth framework programme shall not prejudge the future
allocation of expenditure between the different categories of the financial
perspective at the time of their revision. They undertake to indicate, in any new
financial perspective, the share of expenditure available for research.’
Finally, the Council agrees with the European Parliament (Amendments 17 and 32)
that the overall amount will need to be revised in case of accession of new Member
States during the lifetime of the fifth framework programme.

3. Breakdown of funds (Amendment 125)
The Council notes with satisfaction that there is a broad consensus between the
European Parliament, Council and Commission on the relative priorities within the
framework programme.
Regarding the breakdown of funds between the four activities of the framework
programme, the Council considered that the Commission’s proposal was broadly
acceptable. However, the Council shares the European Parliament’s view that a
somewhat higher priority should be given to Activities 2 (International cooperation)
and 3 (Innovation and SMEs). The common position, therefore, provides for a
proportionately higher share for these areas than in the Commission’s proposal. In
the context of measures to stimulate growth and employment, the Council attaches
considerable importance to the training and mobility of young researchers, in view of
the need to develop the Community’s research potential, as well as to the
socio-economic dimension. It, therefore, decided to maintain the relative share of
Activity 4 at the level proposed by the Commission (10 %), whilst reducing slightly
the share of Activity 1 to offset the increases in Activities 2 and 3.
Within the first activity there has been a redistribution of funds to take account of
the additional thematic area ‘Energy and Environment’, for which the Council agrees
with the European Parliament that a specific budget allocation must be made for
energy and environment respectively. In the energy field, the Council has, moreover,
sought to achieve an appropriate balance between non-nuclear and nuclear energy

(1) The Council has agreed on an additional ECU 1 260 million for the Euratom framework programme.
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research, taking into account the probable prolongation of ITER-EDA and the need
to pursue research into cleaner, more efficient energies as well as renewable
energies.
The Council did not, however, consider it appropriate to set at this stage a fixed
percentage for the key actions, preferring to leave this to the specific programmes.
Regarding the JRC, the Council considers that the JRC should intensify its efforts
towards a more competitive approach. The Council, therefore, welcomes the reforms
announced by the Commission regarding the organisation and status of the JRC.
The Council’s common position reflects this approach as regards the budget of the
JRC.
4. SMEs
The Council places considerable importance on reinforcing the participation of SMEs
in the framework programme. It has, therefore, introduced a number of changes to
the Commission’s proposal aimed in particular at facilitating the access of SMEs to
the programmes. These changes reflect a number of concerns expressed by the
European Parliament (in particular Amendments 7, 40, 89, 112 and 122).
5. Socio-economic dimension of research
The Council shared the European Parliament’s view that greater attention should be
paid to the socio-economic dimension throughout the framework programme. It has,
therefore, incorporated a specific key action on socio-economic research in the
fourth activity ‘Improving human research potential and the socio-economic
knowledge base’ as well as enhancing the socio-economic aspects of the first activity.
The common position of the Council incorporates a large number of the proposals
made by Parliament on the socio-economic aspects (Amendments 48(a) and 123).
6. General objectives and selection criteria
The Council noted the European Parliament’s amendments aimed at amplifying the
general objectives and selection criteria (Amendments 14 and 42). The Council
considered, however, that its common position represents a better balance between
the various aims and priorities. The Council further notes that the text of its
common position is fully in line with the modified proposal of the Commission on
this point.
7. Implementaton and management
The Council notes that the European Parliament has introduced a number of
amendments regarding implementation, management and monitoring of the research
programmes. Whilst sharing a number of the concerns expressed by the Parliament
regarding the need for efficient and transparent implementation and management,
the Council recalls that this is largely a question to be dealt with in the specific
programme decisions.

B. Specific amendments of the European Parliament (1)
1. General provisions: — preamble to and Articles of the Decision; selection criteria
(Annex I); general scientific and technological objectives (introductory part of Annex
II); modalities of financial participation (Annex IV).
(1) Where reference is made to parts of amendments only, sub-numbering (e.g. (a), (b), (c), etc.) has been
introduced for reasons of clarity.
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The Council’s common position incorporates a large number of the European
Parliament amendments, in whole or in part, and sometimes in a modified form or
in a different place:
Nos 1, 17, 32

adaptations in case of accession of new Member States (1)

Nos 3, 9

cooperation and coordination between Member States

No 4(a)

international competitiveness of Community industry

Nos 5, 38(b)

involvement of the scientific and user communities and
industry

Nos 7, 40

needs and participation of SMEs (1)

No 8

stimulating growth and employment

Nos 10, 11, 12

young, enterprising researchers

No 15

modalities of financial participation

Nos 16, 31(b)

compatibility with the financial perspective (1)

No 19

deletion of superfluous recital

Nos 22, 114

equal opportunities for men and women

Nos 29, 33

four thematic programmes (1)

Nos 36(a), 37

annual examination and five-year evaluation

Nos 44, 46

RTD activities of a generic nature

No 99(a)

economic advantages of demonstration projects

No 109(a) and (b)

research infrastructures

Nos 48, 127(a)

socio-economic research in Activity 1 (1)

No 49(a) and (b)

JRC: role in standardisation; cooperation with enterprises
and the scientific community

No 127(b)

ethical questions

Nos 162, 163

administrative expenditure (1).

Several other amendments, although not explicitly taken up, were considered as
already adequately covered by the Council’s text in their general idea and
intention:
No 6

RTD efforts of international partners

No 20

strengthening Europe’s scientific and technical base

No 21

environmental objectives

Nos 24, 47

links with structural and regional funds, PHARE and
TACIS

No 28

objectives of EU research

No 41

animal welfare

Nos 43, 112

less favoured regions

Nos 14, 42

selection criteria (1)

No 110

protection of IPR

(1) See also Part A of these reasons.
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The following amendments were not considered appropriate for incorporation:
No 2

allocation for Category 3 in the next financial perspective
(This cannot be decided in the framework programme.)

No 4(b)

deletion of references to quality of life and globalisation of
knowledge
(Important aspects which the Council wishes to retain.)

No 13

scientific excellence in relation to actions undertaken
through the structural funds
(Outside the scope of the framework programme.)

No 18

simpler rules for participation
(The Council agrees with this idea but it is for the specific
programmes and the decision on the rules of
participation.)

No 23

regional technology centres
(Detail better reserved for the specific programme).

No 26

statute of fellows and researchers
(Outside the scope of the framework programme, to be
decided in the framework of other Community policies —
education, fiscal, etc.)

Nos 25, 27, 33(b), 34, implementation and management
36(b), 38(a) and (c),
(See Part A of these reasons).
39
No 29(b)

titles of thematic programmes
(Not sufficiently generic.)

No 35

COST and EUREKA
(Modalities of cooperation to be decided in the specific
programmes.)

No 42(d)

weapons manufacture
(EC Treaty does not cover military research.)

No 109(c)

experimental platforms and modular demonstrators
(Too detailed; to be dealt with in the specific programme,
as appropriate.)

Nos 99(b), 100, 124

special rates of funding for SMEs and technology take-up
activities
(Whilst not favouring special rates for SMEs, which would
be complicated to operate, the Council agrees with the
Commission that specific needs of SMEs could be catered
for under the ‘duly justified special cases’ referred to in Part
3 of Annex IV.)

No 165

mid-term review
(In view of the totally new approach of this framework
programme, some time will be required to gain experience
and to assess the results. It does not, therefore, appear
realistic to envisage a reassessment of priorities and content
after a period of only two to three years.)
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No 101

C 178/85

tasks of JRC imposed by European Parliament and
Council
(European Parliament and Council have no competence
regarding the JRC.)

2. Scientific and technological objectives and content (Annex II)

A number of amendments proposed by the European Parliament were very similar
to modifications introduced during the Council’s examination of the Commission’s
proposal and are, therefore, covered by the Commission’s proposal and are,
therefore, covered by the common position. In some cases, although not explicitly
taken up, amendments are covered in their general idea and intention.
No 62

information society: need to tackle universal issues, such as
access, ease of use, cost-effectiveness, interoperability and
standardisation, as well as socio-economic impact

No 71(b)

Space applications and satellite technologies (although
Council has included these in the environment/earth
observation programme)

Nos 73, 74

two separate key actions in the energy sub-programme with
more emphasis on renewable energies (1)

No 75

key action ‘city of tomorrow’ transferred to environment
programme with corresponding adaptation of text (1)

No 76

new key action
biodiversity (1)

Nos 78, 79

new thematic programme and energy and environment (1)

Nos 82, 83

S/T international cooperation: general aims and principle of
mutual and balanced benefits/reciprocity

No 86(a)

financial assistance for CEECs in the pre-accession phase to
facilitate their full participation in the framework
programme (1)

No 108

cooperation with emerging economy and industrialised
countries

Nos 89, 122

promotion of innovation and technology transfer, taking
into account the characteristics of each sector of activity;
assistance with IPR; innovative start-ups; actions at
regional/local level

Nos 94, 111

training fellowship schemes

No 95

advanced high-speed computer systems and Internet
(covered in the ‘infrastructure’ part of Theme 2
‘information society’)

No 116

new key action on ageing (1)

on

global

change,

climate

and

A number of other amendments were accepted and integrated into the Council’s
common position, in whole or in part, and sometimes in a modified form or in a
different place.

(1) See also Part A of these reasons.
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No 50(b)

continuation of rapid progress in life sciences

No 51(b)

tests and processes throughout the food chain; role of food
in health, including research into diseases and allergies

No 52

better understanding of the immune system; emphasis on
identification as well as control of rare and infectious
diseases

No 53

understanding the functioning of cells; innovative health
processes

Nos 59(b), 97

ethical questions

Nos 166, 136

integration in society of persons with special needs,
including the disabled and elderly; access to and provision
of services of public interest; and tourism

No 118

research to support the detection and clearance of
landmines

Nos 64, 138

technologies to help companies to operate more efficiently;
improvement of working conditions and quality of life;
security of payment systems; cryptography and techniques
for combating piracy of computer sites

Nos 66(d), 69, 120

micro- and nano-scale
traditional industries

No 105

broad-band interoperable network technologies

No 68(d)

sustaining
the
continuing
innovation
effort
of
manufacturing firms, in particular SMEs, to improve their
competitiveness

Nos 70, 107

advanced information services for the mobility and
transport of people and goods

Nos 72, 168

combined key action on land transport and marine
technologies (1)

No 133

integrated water management with emphasis on water
re-use and prevention of pollution

No 80

generic activity covering socio-economic aspects in the
environment and energy field; earth observation; major
risks

No 92

new emerging professions

Nos 93, 121

equal opportunities for men and women

technologies

and

engineering;

The following amendments were not considered appropriate for incorporation:

No 54

(1) See also Part A of these reasons.

new key action on chemical and molecular biology bases
(This was considered to be adequately covered under other
key actions, e.g. ‘cell factory’.)
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Nos 50(a), 57

fusion of key action ‘food and health’ and ‘environment
and health’
(Council preferred to keep these key actions separate on the
grounds that the emphasis of the research undertaken in
each area is rather different.)

No 58

transfer of key action ‘rural and coastal areas’ to the
environment programme
(Council preferred to retain this key action in the theme
‘quality of life’) since it largely covers agricultural research;
Council also extended it to cover forestry. The coastal
aspects have been included in the new marine sciences key
action.)

No 60

definition of human cloning
(The Council considers the principle to be adequately
covered already; the detailed definition needs to be
elaborated within the specific programme.)

No 61

databases and experimental platforms to test new life
science technologies, in coordination with the Council’s
structural funds
(Too detailed; to be examined within the specific
programme, as appropriate.)

No 129

establishment of a centre for cancer research
(Council notes that a number of such centres already exist
in Member States, with the function of coordinating
European research.)

Nos 161, 131

non-conventional therapies and diseases related to mental
health
(Need to retain focus. To the extent included, detail better
reserved for the specific programme.)

No 130

effects on health of electrical and electro-magnetic fields
(Detail better reserved for the specific programme.)

No 65

transformation of scientific findings into practice through
interactive further education programmes
(The transfer of results is dealt with generally in Activity 3;
vocational training is not within the ambit of the RTD
framework programme.)

No 117

new key action on social changes resulting from new
information and communication technologies
(Council considers a separate key action in this area to be
unnecessary, on the grounds that the socio-economic
impact of research and technology must be taken into
account in all the activities of the thematic programmes and
not dealt with in isolation.)
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No 67

national ICT networks and infrastructures and support
from the structural funds
(Outside the scope of the framework programme.)

Nos 68(c), 71(b)

Astronautical technology
(The Council considers this to be too sector-specific and
beyond the scope of the framework programme.)

No 77

generic activity for satellite monitoring and surveillance of
traffic
(Too detailed; satellite technologies are in any case partly
covered within the environment programme.)

No 81

listing of areas where support for research infrastructures
should be granted
(Detail better reserved for the specific programme.)

Nos 84, 85

actions to be carried out within the second activity
(The Council had a somewhat different order of priorities
for these actions.)

No 86(b)

use of Copernicus to facilitate association of CEECs with
the framework programme
(The Council envisages other types of measures for this
purpose. The further use of Copernicus is to be examined
in the context of the specific programme.)

No 87

new objective on biological and chemical disarmament
(Council, whilst recognising the importance of this
objective, considers that it falls outside the scope of the
RTS framework programme.)

No 88

definition of SMEs
(This question is to be dealt with in the decision, under
Article 130j of the Treaty, on the rules of participation.)

No 90

virtual centres of excellence
(Detail better reserved for the specific programme.)

No 91

reducton from three to two of the number of SMEs
required to participate in cooperative research projects
(Council considers that the experience gained under
previous programmes favours a reduction in the threshold;
however, a reduction in the threshold; however, a reduction
to only two SMEs would not guarantee genuinely
cooperative research with broad Community interest.)

No 96

European science prize and RTD Euronews
(Detail better reserved for the specific programme.)
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