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Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Article 1

Definitions, scope

This Directive shall apply to medical devices and their accessories. For the purposes

of this Directive, accessories shall be treated as medical devices in their own right. Both medical
devices and accessories shall hereinafter be termed devices.
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For the purposes of this Directive, the following definitions shall apply:
‘["'medical device’ means any instrument, apparatus, appliance, software, material or
other article, whether used alone or in combination, including the software intended by
its manufacturer to be used specifically for diagnostic and/or therapeutic purposes and
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 of or compensation for an injury
or handicap,

— investigation, replacement or modification of the anatomy or of a
physiological process,
— control of conception,

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;

‘accessory’ means an article which whilst not being a device is intended specifically by
its manufacturer to be used together with a device to enable it to be used in accordance
with the use of the device intended by the manufacturer of the device;

‘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;]
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‘custom-made device’ means any device specifically made in accordance with a
duly qualified medical practitioner's written prescription which gives, under his
responsibility, specific design characteristics and is intended for the sole use of a
particular patient.

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

Mass-produced devices which need to be adapted to meet the specific requirements of
the medical practitioner or any other professional user ['shall not be] considered to be
custom-made devices;

‘device intended for clinical investigation’ means any device intended for use by a duly
qualified medical practitioner when conducting investigations as referred to in Section
2.1 of Annex X in an adequate human clinical environment.

For the purpose of conducting clinical investigation, any other person who, by virtue
of his professional qualifications, is authorized to carry out such investigation shall be
accepted as equivalent to a duly qualified medical practitioner;

‘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 a device
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;

‘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 and/or in promotional
materials;

‘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 clinical investigation, with a view
to distribution and/or use on the Community market, regardless of whether it is new
or fully refurbished;

‘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;]

‘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;]

‘clinical data’ means the safety and/or performance information that is generated from

the use of a device. Clinical data are sourced from:

— clinical investigation(s) of the device concerned; or

— clinical investigation(s) or other studies reported in the scientific literature,
of a similar device for which equivalence to the device in question can be
demonstrated; or
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— published and/or unpublished reports on other clinical experience of either the
device in question or a similar device for which equivalence to the device in
question can be demonstrated;

1 “‘device subcategory’ means a set of devices having common areas of intended use or
common technology;

m  ‘generic device group’ means a set of devices having the same or similar intended uses
or commonality of technology allowing them to be classified in a generic manner not
reflecting specific characteristics;

n ‘single use device’ means a device intended to be used once only for a single patient.]

[*'3 Where a device is intended to administer a medicinal product within the meaning of
Article 1 of Directive 2001/83/EC™, that device shall be governed by this Directive, without
prejudice to the provisions of Directive 2001/83/EC with regard to the medicinal product.

If, however, such a device is placed on the market in such a way that the device and
the medicinal product form a single integral product which is intended exclusively for
use in the given combination and which is not reusable, that single product shall be
governed by Directive 2001/83/EC. The relevant essential requirements of Annex I to
this Directive shall apply as far as safety and performance-related device features are
concerned.]

4 Where a device incorporates, as an integral part, a substance which, if used separately,
may be considered to be a medicinal product within the meaning of Article 1 of Directive
[F'2001/83/EC] and which is liable to act upon the body with action ancillary to that of the
device, [F'that device shall] be assessed and authorized in accordance with this Directive.

[4a  Where a device incorporates, as an integral part, a substance which, if used separately,
may be considered to be a medicinal product constituent or a medicinal product derived from
human blood or human plasma within the meaning of Article 1 of Directive ['2001/83/EC] and
which is liable to act upon the human body with action ancillary to that of the device, hereinafter
referred to as a “human blood derivative’, [F'that device shall] be assessed and authorised in
accordance with this Directive.]

5 [F'This Directive shall not apply to:]
a in vitro diagnostic devices;
active implantable devices covered by Directive 90/385/EEC;

['c  medicinal products covered by Directive 2001/83/EC. In deciding whether a product
falls under that Directive or this Directive, particular account shall be taken of the
principal mode of action of the product;]
cosmetic products covered by Directive 76/768/EEC?;

[*®¢  human blood, blood products, plasma or blood cells of human origin or to devices which

incorporate at the time of placing on the market such blood products, plasma or cells,
with the exception of devices referred to in paragraph 4a;]

[F'f transplants or tissues or cells of human origin nor to products incorporating or derived
from tissues or cells of human origin, with the exception of devices referred to in
paragraph 4a;]

g transplants or tissues or cells of animal origin, unless a device is manufactured utilizing
animal tissue which is rendered non-viable or non-viable products derived from animal
tissue.

["'6 Where a device is intended by the manufacturer to be used in accordance with both
the provisions on personal protective equipment in Council Directive 89/686/EEC® and this
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Directive, the relevant basic health and safety requirements of Directive 89/686/EEC shall also
be fulfilled.]

[*'7 This Directive is a specific Directive within the meaning of Article 1(4) of Directive
2004/108/EC of the European Parliament and of the Council®.

8 This Directive shall 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®, nor of Council
Directive 97/43/Euratom of 30 June 1997 on health protection of individuals against the dangers
of ionising radiation in relation to medical exposure®®.]

Textual Amendments

F1  Substituted by Directive 2007/47/EC of the European Parliament and of the Council of 5 September
2007 amending Council Directive 90/385/EEC on the approximation of the laws of the Member States
relating to active implantable medical devices, Council Directive 93/42/EEC concerning medical
devices and Directive 98/8/EC concerning the placing of biocidal products on the market (Text with
EEA relevance).

F2  Substituted by Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices.

F3  Inserted by Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on
in vitro diagnostic medical devices.

F4  Inserted by Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007
amending Council Directive 90/385/EEC on the approximation of the laws of the Member States
relating to active implantable medical devices, Council Directive 93/42/EEC concerning medical
devices and Directive 98/8/EC concerning the placing of biocidal products on the market (Text with
EEA relevance).

F5 Inserted by Directive 2000/70/EC of the European Parliament and of the Council of 16 November
2000 amending Council Directive 93/42/EEC as regards medical devices incorporating stable derivates
of human blood or human plasma.

F6  Substituted by Directive 2001/104/EC of the European Parliament and of the Council of 7 December
2001 amending Council Directive 93/42/EEC concerning medical devices (Text with EEA relevance).
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["'Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on
the Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67).
Directive as last amended by Regulation (EC) No 1901/2006 (OJ L 378, 27.12.2006, p. 1).]

OJ No L 262, 27.9.1976, p. 169. Directive as last amended by Commission Directive 92/86/EEC
(OJ No L 325, 11.11.1992, p. 18).

['Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the
Member States relating to personal protective equipment (OJ L 399, 30.12.1989, p. 18). Directive
as last amended by Regulation (EC) No 1882/2003 of the European Parliament and of the Council
(OJ L 284,31.10.2003, p. 1).]

[F'Directive 2004/108/EC of the European Parliament and of the Council of 15 December 2004 on
the approximation of the laws of the Member States relating to electromagnetic compatibility (OJ
L 390, 31.12.2004, p. 24).]

[F'OJ L 159,29.6.1996, p. 1.]
[F'OJ L 180, 9.7.1997, p. 22.]
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