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SHORT JUSTIFICATION

The purpose of this Proposal for a Directive amending three different Directives is very 
welcomed by the Draftsperson.  Experiences of the last years since the adoption of the 
Directive 93/42/EEC on medical devices made this regulatory reform necessary.  The need for 
an improved implementation of the existing rules justifies the proposal.

As far as the scope of the Directive is concerned, the Draftsperson supports the Commission's 
view not to include the reprocessing of medical devices in this regulatory reform.  However, 
she calls on the Commission to consider future legislative work in this area, after a due 
reflection and consultation.

A problem with the definition of "medical device" may be that a particular product falls under 
the definition of this Directive and at the same time within the scope of other directives, e.g. 
medicinal products, cosmetics etc.  In this case, the determination of the applicable Directive 
should be based on the evaluation of the principal intended purpose and the related relevant 
functioning and impact of the product.

The main goal of the amendments proposed is to strengthen the aspects of patient safety and 
public health as well as the safety and quality of substances.  In order to meet these goals, the 
Draftsperson in some articles pleads for a clearer wording which should lead to a greater legal 
certainty for the involved stakeholders.  In respect of patient safety, the Draftsperson aims to 
give emphasis to the demand that copy products should fall under the same category and 
legislation as the original product.

AMENDMENTS

The Committee on the Internal Market and Consumer Protection calls on the Committee on 
the Environment, Public Health and Food Safety, as the committee responsible, to incorporate 
the following amendments in its report:

Text proposed by the Commission Amendments by Parliament

Amendment 1
RECITAL 2 A (new)

(2a) As regards reprocessing, the 
Commission should engage in further 
reflection and wider consultation in order 
to explore the possible development of 
appropriate legislation ensuring a high 
level of patient safety.
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Amendment 2
RECITAL 2 B (new)

 (2b) The Commission should also appear 
before the relevant committees of the 
European Parliament within two months of 
the date of adoption of this Directive to 
report on progress made in this area.

Amendment 3
RECITAL 2 C (new)

(2c) Non-corrective contact lenses which 
are used to change the appearance of the 
eye are not regarded as medical devices for 
the purposes of this Directive. However, the 
non-prescribed sale and distribution of 
those lenses may in the absence of 
consultation or supervision from 
professional eye care practitioners lead to 
an increase in their incorrect use and 
therefore pose a potential health risk. 

Amendment 4
RECITAL 2 D (new)

 (2d) The Commission should investigate 
the current sale and distribution system of 
contact lenses in Member States, evaluate 
the potential risks to the health and safety 
of consumers and take the appropriate 
measures, legislative or non-legislative, in 
order to ensure a high level of health 
protection in the Community. A report of 
such findings and any eventual
proceedings should be presented to the 
relevant committees of the European 
Parliament within six months of the 
adoption of this Directive.

Amendment 5
RECITAL 6

(6) It is necessary to clarify that deleted
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consideration of a product having a 
medical purpose is intrinsic to the 
definition of a medical device and that 
software in its own right can be defined as 
a medical device.

Justification

The program itself (as such) could not be a medical device

Amendment 6
RECITAL 15

(15) To further ensure public health and 
safety it is necessary to provide for a more 
consistent application of the provisions on 
health protection measures.

(15) To further ensure public health and 
safety it is necessary to provide for a more 
consistent application of the provisions on 
health protection measures, and in 
particular make sure that the devices do not 
risk compromising the safety or health of 
patients at the time of use.

Justification

For public health reasons, Member States have the responsibility to ensure proper use of the 
devices on their territory during the device life-time.

Amendment 7
RECITAL 20

(20) Taking account of the growing 
importance of software in the field of
medical devices, be it as stand alone or as 
software incorporated in a device, 
validation of software in accordance with 
the state of the art should be an essential 
requirement.

deleted
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Justification

The program itself (as such) could not be a medical device

Amendment 8
ARTICLE 1, POINT (1), POINT (A), POINT (I)

Article 1, paragraph 2, point (a), introductory part (Directive 90/385/EEC)

(a) 'medical device’ means any instrument, 
apparatus, appliance, software, material or 
other article, whether used alone or in 
combination, together with any accessories, 
including the software necessary for its 
proper application intended by the 
manufacturer to be used for medical 
purposes for human beings for the purpose 
of:

(a) 'medical device’ means any instrument, 
apparatus, appliance, material or other 
article, whether used alone or in 
combination, together with any accessories, 
including the software necessary for its 
proper application intended by the 
manufacturer to be used for medical 
purposes for human beings for the purpose 
of:

Justification

The program itself (as such) could not be a medical device

Amendment 9
ARTICLE 1, POINT (1 A) (new)
Article 2 (Directive 90/385/EEC)

 (1a) Article 2 is replaced by the following:
“Article 2

1. 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.
2. Member States shall also take all 
necessary steps to ensure that sales of 
medical devices via the internet, by mail 
order and other alternative distribution 
channels do not put the health and safety of 
consumers at risk, and that such sales
comply with all the provisions of this 
Directive.”
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Justification

Sales of contact lenses over the internet, by mail order and other alternative distribution 
channels are becoming more and more common in many European countries and have 
potential health risks for European citizen since they are not subject to any consultation or 
counsel by eye care practitioners. In line with Treaty article 152-1, it is important that a high 
level of human health protection shall be ensured in the definition and implementation of all
Community policies and activities.

Amendment 10
ARTICLE 2, POINT (1), POINT (A), POINT (I)

Article 1, paragraph 2, point (a), introductory part (Directive 93/42/EEC)

(a) 'medical device’ means any instrument, 
apparatus, appliance, software, 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 medical 
purposes for human beings for the purpose 
of:

(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 medical 
purposes for human beings for the purpose 
of:

Justification

The program itself (as such) could not be a medical device

Amendment 11
ARTICLE 2, POINT 1, POINT (A), POINT (I A) (new)

Article 1, paragraph 2, point (a), subparagraph 2 (Directive 93/42/EEC)

(ia) in point (a), the second subparagraph
is replaced by the following:
"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;
- by its form or the manner in which the 
manufacturer presents it or places it on the 
market, encourage in persons generally the 
impression that the product has medicinal 
properties for the treatment or prevention 
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of disease in humans;"

(First part of the text has been taken from the original Directive)

Justification

The patient safety has to be ensured.  The distinction between medical device and medicinal 
products must be made clearer.  The copy products must fall under the same category as the 
original one.

Amendment 12
ARTICLE 2, POINT (1), POINT (F), POINT (I)

Article 1, paragraph 5, point (c) (Directive 93/42/EEC)

(c) medicinal products covered by Directive 
2001/83/EC.  In deciding whether a product 
falls under that Directive or the present 
Directive, particular account shall be taken 
of the principal mode of action of the 
product;

(c) medicinal products covered by Directive 
2001/83/EC.  In deciding whether a product 
falls under that Directive by virtue of the 
application of the criteria laid down in the 
second subparagraph of Article 1(2) or
under the present Directive, particular 
account shall be taken of the principal mode 
of action of the product;

Justification

The analysis of the principal mode of action of the product should be made expressly relevant 
only to the second limb of the test of medicinal product.  So the application of the second limb 
of the test of medicinal product is not seen as taking precedence over the first limb of the 
definition.

Amendment 13
ARTICLE 2, POINT 1, POINT (F), POINT (I A) (new)
Article 1, paragraph 5, point (d) (Directive 93/42/EEC)

(ia) point (d) is replaced by the following:
"(d) cosmetic products covered by Directive 
76/768/EEC.  In deciding whether a 
product falls under that Directive or this
Directive, particular account shall be taken 
of the principal intended purpose of the 
product and the relevant mode of action;"
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(First sentence of the text has been taken from the original Directive)

Justification

When a product falls under the definition of a "medical device" and potentially within the 
scope of other directives (e.g. medicinal products, cosmetics, PPE, machinery), the 
determination of the directive which should apply shall be based on evaluation of the 
principal intended purpose and related relevant mechanism of action of the product, to 
provide legal certainty/clarity to the manufacturer and other interested persons.

Amendment 14
ARTICLE 2, POINT 1, POINT (G)

Article 1, paragraph 6 (Directive 93/42/EEC)

(g) Paragraph 6 is deleted. (g) Paragraph 6 is replaced by the 
following:
"6. This Directive does not apply to 
personal protective equipment covered by 
Directive 89/686/EEC. In deciding whether 
a product falls under that Directive, 
particular account shall be taken of the 
principal intended purpose of the product 
and the relevant mode of action."

(Part of this wording has been taken from the original Directive)

Justification

When a product falls under the definition of a "medical device" and potentially within the 
scope of other directives (e.g. medicinal products, cosmetics, PPE, machinery), the 
determination of the directive which should apply shall be based on evaluation of the 
principal intended purpose and related relevant mechanism of action of the product, to 
provide legal certainty/clarity to the manufacturer and other interested persons.

Amendment 15
ARTICLE 2, POINT 2

Article 4, paragraph 2, indent 2 (Directive 93/42/EEC)

- custom-made devices being placed on the 
market and put into service if they meet the 
conditions laid down in Article 11 in 
combination with Annex VIII; Class IIa, IIb 
and III devices shall be accompanied by the 
statement referred to in Annex VIII, which 
shall be provided to the named patient.

- custom-made devices being placed on the 
market and put into service if they meet the 
conditions laid down in Article 11 in 
combination with Annex VIII; Class IIa, IIb 
and III devices must be accompanied by the 
statement referred to in Annex VIII, which 
shall be provided to the named patient.
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Justification

Self explanatory.  Clear wording is needed in order to ensure high level of implementation 
and finally consumer protection.

Amendment 16
ARTICLE 2, POINT (4), POINT (B)

Article 11, paragraph 14 (Directive 93/42/EEC)

(b) The following paragraph is added: deleted
"14. The Commission may, in accordance 
with the procedure referred to in Article 7 
(2), adopt measures allowing instructions 
for use to be provided by other means."

Justification

There should be the possibility of providing information for the safe and correct use of 
medical devices by professionals through modern means of communication (e.g. e-labelling).  
New article 11 (14) should be deleted and section 13.1. of Annex I should therefore be 
amended.

Amendment 17
ARTICLE 2, POINT (13)

Article 20, paragraph 1, subparagraph 2 (Directive 93/42/EEC)

This does not affect the obligation of 
Member States 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.

This does not affect the obligation of 
Member States and notified bodies with 
regard to mutual information and the 
dissemination of warnings under the 
provisions of Article 10(1), nor the 
obligations of the persons concerned to 
provide information under criminal law.

Justification

For the sake and clarity it is advisable to refer to Article 10, paragraph 1 which mentions the 
incidents occurring following placing of devices on the market.
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Amendment 18
ANNEX I, POINT (1), POINT (A) 

Annex I, section 9, indent 7 (Directive 90/385/EEC) 

For devices which incorporate software or 
which are medical software in themselves, 
the software must be validated according to 
the state of the art taking into account the 
principles of development lifecycle, risk 
management, validation and verification.

For devices which incorporate software, the 
software must be validated according to the 
state of the art taking into account the 
principles of development lifecycle, risk 
management, validation and verification.

Justification

The program itself (as such) could not be a medical device

Amendment 19
ANNEX II, POINT (1), POINT (B)

Annex I, section 7.4, subparagraphs 1 to 4 (Directive 93/42/EEC)

7.4. Where a device incorporates, as an 
integral part, a substance which, if used 
separately, may be considered to be a 
medicinal product as defined in Article 1 of 
Directive 2001/83/EC and which is liable to 
act upon the body with action ancillary to 
that of the device, the quality, safety and 
usefulness of the substance must be verified 
by analogy with the methods specified in 
Directive 2001/83/EC.

7.4. Where a device incorporates, as an 
integral part, a substance which, if used 
separately, may be considered to be a 
medicinal product as defined in Article 1 of 
Directive 2001/83/EC and which is liable to 
act upon the body with action ancillary to 
that of the device, the quality, safety and 
usefulness of the substance must be verified 
by analogy with the relevant methods 
specified in Annex I of Directive 
2001/83/EC.

For a substance which:
- has already been granted, as a medicinal 
product, a Community marketing 
authorisation in accordance with Council 
Regulation (EEC) No 2309/93 (*) or 
Regulation (EC) No 726/2004;
or
- falls within the scope of the Annex to 
Regulation (EC) No 726/2004;
or
- is a human blood derivative;
the notified body shall, having verified the 
usefulness of the substance as part of the 
medical device and taking account of the 

The notified body shall, having verified the 
usefulness of the substance as part of the 
medical device and taking account of the 
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intended purpose of the device, seek a 
scientific opinion from the European 
Medicines Agency (EMEA) on the quality 
and safety of the substance. When issuing its 
opinion, the EMEA shall take into account 
the manufacturing process and the data 
related to the incorporation of the substance 
into the device.

intended purpose of the device, seek a 
scientific opinion from one of the competent 
authorities designated by the Member 
States in accordance with Directive 
2001/83/EC or from the European 
Medicines Agency (EMEA) on the quality 
and safety of the substance. When issuing its 
opinion, the competent authority or the 
EMEA shall take into account the 
manufacturing process and the data related 
to the usefulness of the incorporation of the 
substance into the device as determined by 
the notified body.

For other substances, the notified body 
shall, having verified the usefulness of the 
substance as part of the medical device and 
taking account of the intended purpose of 
the device, seek a scientific opinion from
one of the competent authorities designated 
by the Member States in accordance with 
Directive 2001/83/EC, on the quality and 
safety of the substance. When issuing its 
opinion, the concerned competent authority 
shall take into account the manufacturing 
process and the data related to the
incorporation of the substance into the 
device.

For a substance which is a human blood 
derivative, the notified body shall, having 
verified the usefulness of the substance as 
part of the medical device and taking 
account of the intended purpose of the 
device, seek a scientific opinion from the 
EMEA on the quality and safety of the 
substance. When issuing its opinion, the 
EMEA shall take into account the 
manufacturing process and the data related 
to the usefulness of the incorporation of the 
substance into the device as determined by 
the notified body.

(*) OJ L214, 24.8.1993, p. 1

Justification

The current system which allows Notified Bodies to seek the opinion from any of the relevant 
national authorities should be maintained in order to ensure timely and cost effective 
consideration of the safety and quality of the substance in question.

Amendment 20
ANNEX II, POINT 1, POINT (B)

Annex I, section 7.4., subparagraph 1 a (new) (Directive 93/42/EEC) 

Authority to verify the usefulness of the 
substance remains with the notified body, 
whereas the role of the EMEA or the 
competent authorities designated by the 
Member States is to provide a scientific 
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opinion on the quality and safety of the 
substance.

Justification

Clarification on the role of notified bodies and EMEA/competent authorities will prevent that 
approval of medical devices with fully documented medicinal substances integrated in 
practice will be handled as a pharmaceutical, which would add disproportional costs and 
time without offering any benefits to patients. 

Amendment 21
ANNEX II, POINT (1), POINT (B)

Annex I, section 7.4., subparagraph 5 (Directive 93/42/EEC)

Where changes are made to an ancillary 
substance incorporated in a medical device, 
in particular related to its manufacturing 
process, they shall be assessed by analogy 
with the procedures for the evaluation of 
variations to medicinal products laid down 
in Commission Regulations (EC) No. 
1084/2003 (**) and EC No.1085/2003 
(***). The notified body shall be informed 
of the changes and shall consult the relevant 
medicines competent authority (i.e. the one 
involved in the initial consultation), in order 
to confirm that the quality and safety of the 
ancillary substance are maintained, and to 
ensure that the changes have no negative 
impact on the established benefit/risk profile 
of the addition of the substance in the 
medical device.

Where changes are made to an ancillary 
substance incorporated in a medical device, 
in particular related to its manufacturing 
process, the notified body shall be informed 
of the changes and shall consult the relevant 
medicines competent authority (i.e. the one 
involved in the initial consultation), in order 
to confirm that the quality and safety of the 
ancillary substance are maintained, and to 
ensure that the changes have no negative 
impact on the established benefit/risk profile 
of the addition of the substance in the 
medical device.

(**) OJ L 159, 27.6.2003, p. 1

(***) OJ L 159, 27.6.2003, p. 24

Justification

The current system which allows Notified Bodies to seek the opinion from any of the relevant 
national authorities should be maintained in order to ensure timely and cost effective 
consideration of the safety and quality of the substance in question. 

Amendment 22
ANNEX II, POINT (1), POINT (E)



PE 376.323v02-00 14/18 AD\630480EN.doc

EN

Annex I, section 12.1a. (Directive 93/42/EEC)

12.1a. For devices which incorporate 
software or which are medical software in 
themselves, the software must be validated 
according to the state of the art taking into 
account the principles of development 
lifecycle, risk management, validation and 
verification.

12.1a. For devices which incorporate 
software, the software must be validated 
according to the state of the art taking into 
account the principles of development 
lifecycle, risk management, validation and 
verification.

Justification

The program itself (as such) could not be a medical device

Amendment 23
ANNEX II, POINT (1), POINT (F)

Annex I, Section 13.1., paragraph 1 (Directive 93/42/EEC)

(f) In Section 13.1. the first paragraph is 
replaced by the following:

(f) Section 13.1. is replaced by the
following:

"13.1. 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."

"13.1. Each device must be provided with 
the information needed to use it safely and 
as intended, taking account of the training 
and knowledge of the potential users, and to 
identify the manufacturer.

This information comprises the details on 
the label and the data in the instructions 
for use.
As far as practicable and appropriate, the 
information needed to use the device safely 
must be set out on the device itself and/or 
on the packaging for each unit or, where 
appropriate, on the sales packaging.  If 
individual packaging of each unit is not 
practicable, the information must be 
supplied with one or more devices.
Instructions for use must be provided for 
every device by a state of the art 
information delivery system.  Providing 
instructions for use by means other than 
paper format may only be considered for 
medical devices intended for use by a 
healthcare professional in healthcare 
facilities.  In such a case the manufacturer 
must afford healthcare facilities the 
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opportunity to request the information in 
paper format in a timely manner.  By way 
of exception, no such instructions for use 
are needed for devices in Classes I or IIa if 
they can be used safely without any such 
instructions."

(The text has been taken from the original Directive)

Justification

There should be the possibility of providing information for the safe and correct use of 
medical devices by professionals through modern means of communication (e.g. e-labelling.  
New Article 11.14 should be deleted and section 13.1. of Annex I should therefore be 
amended.

Amendment 24
ANNEX II, POINT (1), POINT (G), POINT (II)

Annex I, Section 13.3., point (b) (Directive 93/42/EEC)

(b) the details strictly necessary for the user 
to identify the device and the contents of the 
packaging including the respective code of 
an internationally recognized generic 
medical device nomenclature; 

(b) the details strictly necessary for the user 
to identify the device and the contents of the 
packaging; 

(The text has been taken from the original Directive)

Justification

The "internationally recognized nomenclature code" introduced by the draft proposal should 
be considered part of the information supplied by the manufacturer, but it shall not be 
required to appear on the label as suggested.  The obligation of putting such a code, which is 
constantly updated, on the label of the product might lead to frequent changes on the labels, 
which represent a significant cost for industry and does not add to the safety of the product.

Adding more codes to products, packaging and instructions for use will only add 
administrative costs without offering any benefits to patients. GMDN codes are already being 
used for vigilance reporting, hence allowing authorities to assess potential risk issues.

Amendment 25
ANNEX II, POINT (8), POINT (E)

Annex VIII, section 5, paragraph 1 (Directive 93/42/EEC)

5. For custom-made devices, the 
manufacturer must undertake to institute 

5. For custom-made devices, the 
manufacturer must undertake to review 
experience gained in the post-production 
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and keep up to date a systematic 
procedure to review experience gained 
from devices in the post-production phase, 
including the provisions referred to in 
Annex X, and to implement appropriate 
means to apply any necessary corrective 
action. This undertaking must include an 
obligation for the manufacturer to notify 
the competent authorities of the following
incidents immediately on learning of them:

phase and to implement appropriate means 
to apply any necessary corrective action. 
This undertaking must include an obligation 
for the manufacturer to notify the competent 
authorities of the following incidents and 
the relevant corrective action immediately 
on learning of them:

Amendment 26
ANNEX II, POINT (9), POINT (A), POINT (I)

Annex IX, chapter I, section 1.4 (Directive 93/42/EEC)

(i) in Section 1.4. the following sentence is 
added:
"Stand alone software is considered to be 
an active medical device."

deleted

Justification

The program itself (as such) could not be a medical device

Amendment 27
ANNEX II, POINT (9), POINT (B)

Annex IX, chapter II, section 2.6. (Directive 93/42/EEC)

2.6 In calculating the duration referred to in 
Section 1.1 of chapter I, continuous use 
means an uninterrupted actual use of the 
device for the intended purpose. However 
where usage of a device is discontinued in 
order for the device to be replaced 
immediately by the same or an identical 
device this shall be considered an extension 
of the continuous use of the device.

2.6 In calculating the duration referred to in 
Section 1.1 of chapter I, continuous use 
means an uninterrupted actual use of the 
device for the intended purpose. However 
where usage of a device is discontinued in 
order for the device to be replaced 
immediately by the same or an identical 
device this shall be considered an extension 
of the continuous use of the device, unless it 
can be demonstrated that such replacement 
eliminates any risk arising from a 
continued use of the device.
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Justification

The current proposal may affect the classification of several products by putting these in a 
higher class, which is not justifiable as the duration of contact between a device and a patient 
is not the unique factor for determining the risk classification.  The determination of the 
duration of the contact between the device and the patient should be linked to the analysis of 
the risks posed by such contact.
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