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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a directive of the European Parliament and of the Council amending 
Council Directives 90/385/EEC and 93/42/EEC and Directive 98/8/EC of the European 
Parliament and of the Council as regards the review of the medical device directives
(COM(2005)0681 – C6-0006/2006 – 2005/0263(COD))

(Codecision procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to the European Parliament and the Council 
(COM(2005)0681)1,

– having regard to Article 251(2) and Article 95 of the EC Treaty, pursuant to which the 
Commission submitted the proposal to Parliament (C6-0006/2006),

– having regard to Rule 51 of its Rules of Procedure,

– having regard to the report of the Committee on the Environment, Public Health and Food 
Safety and the opinions of the Committee on the Internal Market and Consumer Protection 
and the Committee on Industry, Research and Energy (A6-0000/2006),

1. Approves the Commission proposal as amended;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend the 
proposal substantially or replace it with another text;

3. Instructs its President to forward its position to the Council and Commission.

Text proposed by the Commission Amendments by Parliament

Amendment 1
RECITAL 6 A (new)

(6a) The current legal uncertainty makes 
it necessary to make clear the distinction 
between Directive 93/42/EEC and Council 
Directive 76/768/EEC of 27 July 1976 on 
the approximation of the laws of the 
Member States relating to cosmetic 
products1. In so doing, particular account 
should be taken of the basic intended 
purpose of the product. 
1OJ L 262, 27.9.1976, p. 169. Last amended by 

  
1 OJ C ..., 00.00.2006, p. ....
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Commission Directive 2005/80/EC 
(OJ L 303, 22.11.2005, p.32.)

Justification

There are different interpretations of Article 1(5)(d) of Directive 93/42/EEC in the United 
Kingdom and Germany as regards the distinction between this Directive and Directive 
76/768/EEC on cosmetic products. A clarification is needed to ensure the uniform application 
of European law. Particular account should be taken of the product's purpose as intended by 
the manufacturer, in line with the case law of the European Court of Justice on borderline 
products.

Amendment 2
RECITAL 6 B (new)

(6b) The distinction between Directive 
93/42/EEC and other directives, such as 
Directive 2001/83/EC, is not always clear. 
It would be useful, therefore, to publish a 
list with information that makes it easier 
for all parties to determine which 
directives apply to which products.

Justification

Several products fall into the grey area between Directive 93/42/EEC and other directives. To 
make it easier for the authorities and manufacturers to decide whether or not a product is a 
medical device, the directive should contain examples, from which it should be clear whether 
or not a product is predestined to fall within the scope of Directive 93/42/EEC. These 
examples should not, however, take the place of decisions on individual cases.

Amendment 3
RECITAL 9

(9) In order to better evidence the 
compliance of custom-made device 
manufacturers an explicit requirement for a 
post market production review system 
reporting to authorities should be 
introduced, as is already in place for other 
devices and to enhance patient information 
a requirement should be introduced that the 
‘Statement’ under Annex VIII to Directive 
93/42/EEC is also to be given to the 

(9) In order to better evidence the 
compliance of custom-made device 
manufacturers an explicit requirement for a 
post market production review system 
reporting to authorities should be 
introduced, as is already in place for other 
devices and to enhance patient information 
a requirement should be introduced that the 
‘Statement’ under Annex VIII to Directive 
93/42/EEC should be kept by the last 
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patient and that it must contain the name 
of the manufacturer.

supplier and be available at all times for 
the patient to consult; a copy of it should 
be provided to the patient if required.

Justification

The patient is generally less interested in the manufacturer. The cost and effort involved in 
giving each individual a statement to take home seem, therefore, to be disproportionately
high. In any case, it would be more useful for the doctor to store the information.

Amendment 4
RECITAL 13

(13) For the appropriate and efficient 
functioning of Directive 93/42/EEC as 
regards regulatory advice on classification 
issues arising at national level, in particular 
on whether or not a product falls under the 
definition of a medical device, it is in the 
interest of national market surveillance and 
the health and safety of humans to establish 
a procedure for decisions on whether or not 
a products falls under the medical device 
definition.

(13) For the appropriate and efficient 
functioning of Directive 93/42/EEC as 
regards regulatory advice on classification 
issues arising at national level, in particular 
on whether or not a product falls under the 
definition of a medical device, it is in the 
interest of national market surveillance and 
the health and safety of humans to establish 
a procedure for decisions on whether or not 
a products falls under the medical device 
definition. In the interests of legal 
certainty, decisions of this kind should 
only be taken regarding individual 
products and not broad-ranging product 
categories and should be geared towards 
the Member States and manufacturers. 
One of the key elements in defining a 
medical device is the manufacturer's 
intended purpose. It is useful, therefore, 
for the manufacturer to be fully involved,
in connection with its right to a hearing,
prior to a decision on the classification of 
a product.

Justification

Many product categories cover a wide range of products that do not always have the same 
characteristics and purpose. Decisions should therefore always be taken on the basis of 
individual products. Furthermore, the manufacturer's intended purpose is of integral 
importance in defining a medical device, which is why manufacturers should play an 
important role in the decision-making process.
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Amendment 5
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. Particular care 
should be taken to ensure that, when in 
use, the products do not endanger 
patients' safety or health. As regards 
frequency of use, a uniform Europe-wide 
declaration of products should apply. 
Reprocessing measures should in 
principle continue to be governed by 
national legislation.

Justification

It should be ensured that no medical device is simultaneously described as single-use in one 
Member State and multiple-use in another. Furthermore, in the event of reprocessing, there 
must be uniform hygiene standards.

Amendment 6
ARTICLE 1, POINT 1 (A) (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, 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 
intended by its manufacturer to be used 
specifically for diagnostic purposes and
necessary for its proper application, 
intended by the manufacturer to be used for 
human beings for the purpose of:

Justification

Only diagnostic software should be included in this Article and not all software as such. The 
addition of the sentence "for medical purpose" might allow certain products to be excluded 
from the Directive. This would create uncertainty among the users and has a potential for 
uncontrolled products to be used on patients.

Amendment 7
ARTICLE 1, POINT 1 (D)
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Article 1, paragraph 4b (Directive 90/385/EEC)

4b. Where a devices incorporates, as an 
integral part, a substance, which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of the Regulation 
(EC) No […] of the European Parliament 
and of the Council (**) [on advanced 
Therapies and amending Regulation (EC) 
No 726/2004]] and which is liable to act 
upon the body with action that is ancillary 
to that of the device, that device must be 
assessed and authorized in accordance with 
this Directive.

4b. Where a devices incorporates, as an 
integral part, a substance, which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of Regulation 
(EC) No […] of the European Parliament 
and of the Council (**) [on advanced 
Therapies and amending Regulation (EC) 
No 726/2004]] and whose cellular or 
tissue part contains solely non-viable 
tissues or cells and which is liable to act 
upon the body with action that is ancillary 
to that of the device, that device must be 
assessed and authorized in accordance with 
this Directive.

Justification

It is necessary to clarify the definition of those combined products, which fall under 
Directives 93/42/EEC and 90/385/EEC to make it compatible with the approach taken in the 
Mikolasik report on Advanced therapy medicinal products. Only those products which 
contain non-viable tissues and cells with an ancillary action to that of the device on human 
body should be considered as medical devices and assessed accordingly. All other combined 
products should be classified as ATPs.

Amendment 8
ARTICLE 1, POINT 1 A (new)

Article 4, paragraph 2, indent 2 (Directive 90/385/EEC)

(1a) The second indent of Article 4(2) is 
replaced by the following:
– custom-made devices being placed on 
the market and put into service if they 
meet the conditions laid down in Annex 6 
and are accompanied by the statement 
mentioned in this annex, a copy of which 
shall be provided to the clearly 
identifiable patient on his or her request. 
The statement shall essentially remain 
with the treating doctor and should be 
accessible at all times. It must clearly 
identify the manufacturer.
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Justification

For reasons of data protection, it should be possible to protect the patient's identity using 
coding. 

The patient is generally less interested in the manufacturer. The cost and effort involved in 
giving each individual a statement to take home seem, therefore, to be disproportionately 
high. In any case, it would be more useful for the doctor to store the information. The 
statement must clearly identify the manufacturer. There may be cases where the name is not 
sufficient.

Amendment 9
ARTICLE 1, POINT 3

Article 10a, paragraph 2, subparagraph 2 (Directive 90/385/EEC)

For devices referred to in paragraph 1 the 
authorized representative shall inform 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 and the category of 
devices concerned.

For devices referred to in paragraph 1 the 
authorized representative shall inform 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 and the category of 
devices concerned. This may be done 
electronically. The authorized 
representative should also be available to 
answer any queries.

Justification

The role of the authorized representative should be defined as clearly as possible.

Amendment 10
ARTICLE 2, POINT 1 (A) (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 
intended by its manufacturer to be used 
specifically for diagnostic purposes and
necessary for its proper application, 
intended by the manufacturer to be used for 
human beings for the purpose of:
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Justification

Only diagnostic software should be included in this Article and not all software as such. The 
addition of the sentence "for medical purpose" might allow certain products to be excluded 
from the Directive. This would create uncertainty among the users and has a potential for 
uncontrolled products to be used on patients.

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

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

(ia) At the end of point (a), the following 
sentence is added:
"All contact lenses shall be deemed to be 
medical devices under this Directive;"

Justification

It should be clearly stated that contact lenses are to be treated as medical devices.

Amendment 12
ARTICLE 2, POINT 1 (E)

Article 1, paragraph 4b (Directive 93/42/EEC)

4b. Where a device incorporates, as an 
integral part, a substance, which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of the Regulation 
(EC) No […] of the European Parliament 
and of the Council (**) [on advanced 
Therapies and amending Regulation (EC) 
No 726/2004]] and which is liable to act 
upon the body with action that is ancillary 
to that of the device, that device must be 
assessed and authorized in accordance with 
this Directive.

4b. Where a device incorporates, as an 
integral part, a substance, which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of Regulation 
(EC) No […] of the European Parliament 
and of the Council (**) [on advanced 
Therapies and amending Regulation (EC) 
No 726/2004]], and whose cellular or 
tissue part contains solely non-viable 
tissues or cells and which is liable to act 
upon the body with action that is ancillary 
to that of the device, that device must be 
assessed and authorized in accordance with 
this Directive.

Justification

It is necessary to clarify the definition of those combined products, which fall under 
Directives 93/42/EEC and 90/385/EEC to make it compatible with the approach taken in the 
Mikolasik report on Advanced therapy medicinal products. Only those products which 
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contain non-viable tissues and cells with an ancillary action to that of the device on human 
body should be considered as medical devices and assessed accordingly. All other combined 
products should be classified as ATPs.

Amendment 13
ARTICLE 2, POINT 1 (F) (IA) (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.
The purpose intended by the 
manufacturer shall be an important factor 
in decisions as to whether a product 
comes under the scope of the
aforementioned or the present Directive."

Justification

There are different interpretations of Article 1(5)(d) of Directive 93/42/EEC in the United 
Kingdom and Germany as regards the distinction between this Directive and Directive 
76/768/EEC on cosmetic products. A clarification is needed to ensure the uniform application 
of European law. Particular account should be taken of the product's purpose as intended by 
the manufacturer, in line with the case law of the European Court of Justice on borderline 
products.

Amendment 14
ARTICLE 2, POINT 1 (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 or the present Directive, 
particular account shall be taken of the 
principal intended purpose of the product
and the relevant mechanism of action."
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Justification

When a product fall 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 1 A (new)

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

(1a)  In Article 2, the following paragraph 
is added: 
"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 they respect 
all provisions laid down in this Directive."

Justification

The sale of medical devices on the internet in particular should be subject to monitoring. 
Care must be taken to ensure that this and other sales channels do not endanger consumers' 
health.

Amendment 16
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 shall be accompanied by 
the statement referred to in Annex VIII, 
which shall be provided to the clearly 
identifiable patient on his or her request. 
The statement shall essentially remain 
with the last supplier and shall be 
accessible at all times. It shall clearly 
identify the manufacturer.
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Justification

For reasons of data protection, it should be possible to protect the patient's identity using 
coding. 

The patient is generally less interested in the manufacturer. The cost and effort involved in 
giving each individual a statement to take home seem, therefore, to be disproportionately 
high. In any case, it would be more useful for the doctor to store the information. The 
statement must clearly identify the manufacturer. There may be cases where the name is not 
sufficient.

Amendment 17
ARTICLE 2, POINT 4 (B)

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

(b) The following paragraph is added:
“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.”

deleted

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). 
The new paragraph 14 should be deleted and section 13.1 of Annex I should therefore be 
amended.

Amendment 18
ARTICLE 2, POINT 6

Article 13, paragraph 1, point (d) (Directive 93/42/EEC)

d) application of the classification rules 
set out in Annex IX requires a decision as 
to whether a product falls within one of the 
definitions in Article 1 paragraph 2, points 
(a) to (e),

d) a decision is required as to whether a 
particular product falls within one of the 
definitions in Article 1 paragraph 2, points 
(a) to (e),

Justification

Decisions must be taken on the basis of specific individual products, as product categories 
are often wide-ranging and products within the same category do not always have the same 
characteristics or purpose.

Amendment 19



PR\615942EN.doc 15/30 PE 371.745v01-00

EN

ARTICLE 2, POINT 6 A (new)
Article 13, paragraph 1 (Directive 93/42/EEC)

(6a) The following sentence is added to 
the end of the first paragraph of Article 
13:
"The committee referred to in Article 7 
shall operate until 31 December 2009."

Justification

There should be a sunset clause for the relevant comitology committee.

Amendment 20
ARTICLE 2, POINT 6 B (new)

Article 13, paragraph 1 a (new) (Directive 93/42/EEC)

(6b) In Article 13, the following 
paragraph 1a is inserted:
(1a) Measures under paragraph 1 shall be 
the result of consultation with the 
manufacturer of the product in question 
and shall be geared towards both the 
Member States and manufacturers. In 
decisions of this kind, the Commission 
should take into account all legal 
viewpoints (including rulings by national 
courts), safety and efficiency, scientific 
assessments, the product's medical 
usefulness and its use thus far. If 
appropriate, the opinion of independent 
scientific experts should be sought.

Justification

According to Article 1(2)(a) of Directive 93/42/EEC, the purpose intended by the 
manufacturer is an integral factor in the definition of a product as a medical device. It is 
important, therefore, for the manufacturer to be involved in all decisions in the run-up to the 
final decision. The European Court of Justice will ultimately decide whether or not a product 
falls within the scope of Directive 93/42/EEC. For this reason, manufacturers should have the 
opportunity to ensure that they are able to bring a case of this kind before the Court of 
Justice. Otherwise they would have to refer the matter to the Court in a procedure under 
Article 234 of the EU Treaty lasting many years.

Amendment 21
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ARTICLE 2, POINT 6 C (new)
Article 13, paragraph 1 b (new) (Directive 93/42/EEC)

(6c) In Article 13, the following 
paragraph 1b is added:
(1b) Should the Commission receive a 
substantiated request from a Member 
State pursuant to paragraph 1d regarding 
a particular device or device category, it 
shall carry out a market survey to 
ascertain whether similar devices exist 
within the internal market. Decisions on 
the classification of these devices should 
be taken on this basis, in line with the 
procedure referred to in paragraph 1. 

Justification

According to Article 1(2)(a) of Directive 93/42/EEC, the purpose intended by the 
manufacturer is an integral factor in the definition of a product as a medical device. It is 
important, therefore, for the manufacturer to be involved in all decisions in the run-up to the 
final decision. The European Court of Justice will ultimately decide whether or not a product 
falls within the scope of Directive 93/42/EEC. For this reason, manufacturers should have the 
opportunity to ensure that they are able to bring a case of this kind before the Court of 
Justice. Otherwise they would have to refer the matter to the Court in a procedure under 
Article 234 of the EU Treaty lasting many years.

Amendment 22
ARTICLE 2, POINT 6 D (new)

Article 13, paragraph 1 c (new) (Directive 93/42/EEC)

(6d) In Article 13, the following 
paragraph 1c is inserted:
"1c. Member States shall regulate the sale 
and distribution of all contact lenses on 
the basis of a valid prescription at any 
point of sale in order to protect the health 
and safety of consumers in Europe while 
maintaining freedom of choice as regards 
the authorised outlet or point of 
purchase."

Justification
Due to the wide use of contact lenses and to the risks associated with their non-prescribed 
sale and distribution, this article shall specifically apply to all kinds of contact lenses. 
Consumer protection should be reached with a general quality control of the lenses.
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Amendment 23
ARTICLE 2, POINT 8

Article 14a (Directive 93/42/EEC)

(8) Article 14a is amended as follows:
(a) The second subparagraph of 
paragraph 1 is amended as follows:
(i) point (a) is replaced by the following:
“(a) data relating to the registration of 
manufacturers and authorised 
representatives and devices in accordance 
with Article 14;”
(ii) the following point (d) is added:
“(d) data related to clinical investigations 
referred to in Article 15;”
(b) Paragraph 3 is replaced by the 
following:
“3. The Commission shall, in accordance 
with the procedure referred to in 
Article 7 (2), adopt measures for the 
implementation of paragraphs 1 and 2 of 
this Article and in particular the scope of 
the required data related to clinical 
investigations.”

(8) Article 14a is deleted.

Justification

Thirteen years after it was thought up, the database is not yet up and running. Consequently, 
several Member States have since set up their own database systems. The European vigilance 
system works outstandingly well. In spite of the fact that manufacturers and/or authorized 
representatives are registered in the EUDAMED database, some Member States insist on 
separate registration, which defeats the purpose of the database and creates additional 
bureaucracy.

Amendment 24
ANNEX I, POINT 1 (A)

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

For devices which incorporate software or For devices which incorporate software, in 
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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.

terms of the software the principles of 
development lifecycle, risk management, 
validation and verification should be taken 
into account.

Justification

The term 'validation' should be replaced in order to prevent the collection of unnecessary 
data.

Amendment 25
ANNEX I, POINT 5 A (new)

Annex 6, section 2.1 (Directive 90/385/EEC)

(5a) The first indent of section 2.1 of 
Annex 6 is replaced by the following:
"– the information necessary for the 
identification of the product in question 
and the price."

Justification

The indication of the price will lead to greater transparency in the supply chain.

Amendment 26
ANNEX I, POINT 5 B (new)

Annex 6, section 2.1 (Directive 90/385/EEC)

(5b) The fourth indent of section 2.1 of 
Annex 6 is replaced by the following:
"– the specific characteristics of the 
product revealed by the written 
prescription in question."

Justification

Article 1(d) states that the prescription mentioned above (for custom-made devices) may be 
issued by anyone with the requisite professional qualifications. However, the fourth indent of 
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section 2.1 of Annex 6 refers only to a doctor's prescription. This contradiction should be 
removed.

Amendment 27
ANNEX I, POINT 5 C (new)

Annex 6, section 3a (new) (Directive 90/385/EEC)

(5c) In Annex 6, the following section is 
added:
"3a. The information included in the 
declarations covered by this annex shall 
be kept for a minimum of five years from 
the date of manufacture."

Justification

There is no known case in which information has needed to be kept for longer than five years. 
The present wording seems to place an excessive burden on manufacturers of custom-made 
devices.

Amendment 28
ANNEX II, POINT 1 (A)

Annex I, section 1 (Directive 93/42/EEC)

1. The devices must be designed and 
manufactured in such a way that, when 
used under the conditions and for the 
purposes intended and, where applicable, 
by virtue of the technical knowledge, 
experience, education or training of 
intended users, they will not compromise 
the clinical condition or the safety of 
patients, or the safety and health of users 
or, where applicable, other persons, 
provided that any risks which may be 
associated with their intended use 
constitute acceptable risks when weighed 
against the benefits to the patient and are 
compatible with a high level of protection 

1. The devices must be designed and 
manufactured in such a way that, when 
used under the conditions and for the 
purposes intended taking into 
consideration, in particular, whether the 
device is intended for professional use or 
not, they will not compromise the clinical 
condition or the safety of patients, or the 
safety and health of users or, where 
applicable, other persons, provided that any 
risks which may be associated with their 
intended use constitute acceptable risks 
when weighed against the benefits to the 
patient and are compatible with a high 
level of protection of health and safety.
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of health and safety. This shall include 
reducing, as far as possible, risks posed by 
user error due to the ergonomic features of 
the device and its intended user 
environment.

The manufacturer shall evaluate and 
reduce potential risks posed by user error 
which may be associated with the 
ergonomic features of the device and its 
intended user environment.

Justification

The current text, referring to “education and training”, might be interpreted differently in 
various Member States and may lead to legal uncertainties. The current version of the 
directive requires the conduct of an appropriate internal risk analysis of the product design, 
which requires ensuring that the ergonomics of the specific device are fit for the intended 
purpose, particularly when such devices are intended for non-professional use.

Amendment 29
ANNEX II, POINT 1 (A) A (new)

Annex I, section 6a (new) (Directive 93/42/EEC)

(aa) The following section 6a is added:
"6a. As regards reprocessing, 
manufacturers and/or authorized 
representatives must declare their 
products uniformly within the European 
Union."

Justification

The unacceptable situation in which a product is simultaneously described as single-use in 
one Member State and multiple-use in another must cease.

Amendment 30
ANNEX II, POINT 1 (B) 

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

(b) 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 device, the quality, safety 

(b) 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 device, the quality, safety 
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and usefulness of the substance must be 
verified by analogy with the methods 
specified in 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 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.

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 

and usefulness of the substance must be 
verified by analogy with the relevant 
methods specified in Annex I to Directive 
2001/83/EC.

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 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 
incorporation of the substance into the 
device as determined by the notified body.

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 incorporation of the 
substance into the device as determined by 
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process and the data related to the
incorporation of the substance into the 
device.

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.

the notified body.

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.

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. The duty to evaluate the 
usefulness of including the medicinal substance in the medical device should remain in the 
hands of the evaluation body responsible for the overall assessment of the device.

Amendment 31
ANNEX II, POINT 1 (C) 

Annex I, section 7.4a (Directive 93/42/EEC)

7.4a. Where a device incorporates, as an 
integral part, a product which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of the Regulation 
on Advanced Therapies and amending 

7.4a. Where a device incorporates, as an 
integral part, a product which, if used 
separately, may be considered to be a 
human tissue engineered product within the 
meaning of [Article 2 (2) of the Regulation 
on Advanced Therapies and amending 
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Regulation (EC) No 726/2004] and which 
is liable to act upon the body with action 
that is ancillary to that of the device, the 
quality, safety and usefulness of the 
product must be verified by analogy with 
the methods specified in Regulation EC 
No. [...] [on Advanced Therapies and 
amending Regulation (EC) No 726/2004].

The notified body shall, having verified the
usefulness of the product as part of the 
medical device and taking account of the 
intended purpose of the device, seek a 
scientific opinion from the [Committee of 
Advanced Therapies] on the quality and 
safety of the product. When issuing its 
opinion, the [Committee of Advanced 
Therapies] shall take into account the 
manufacturing process and the data 
related to the incorporation of the product 
into the device.

Regulation (EC) No 726/2004], and whose 
cellular or tissue part contains solely non-
viable tissues or cells and which is liable to 
act upon the body with action that is 
ancillary to that of the device, the quality, 
safety and usefulness of the product must 
be verified by analogy with the methods 
specified in Annex I, part IV, point 5 of 
Directive 2001/83/EC as last amended.

The notified body shall, having verified 
the usefulness of the product 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 product.

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. The duty to evaluate the 
usefulness of including the medicinal substance in the medical device should remain in the 
hands of the evaluation body responsible for the overall assessment of the device.

Amendment 32
ANNEX II, POINT 1 (E)

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, in terms of the software the 
principles of development lifecycle, risk 
management, validation and verification 
should be taken into account.

Justification

The term 'validation' should be replaced in order to prevent the collection of unnecessary 
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data.

Amendment 33
ANNEX II, POINT 1 (F)

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

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.

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 paragraph 14 in article 11 should be deleted and section 13.1 of Annex I should 
therefore be amended.

Amendment 34
ANNEX II, POINT 1 (F A) (new)

Annex I, section 13.1, paragraphs 3 and 4 (Directive 93/42/EEC)

(fa) In section 13.1, the third and fourth 
paragraphs are replaced by the following:
"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 set out and 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 
opportunity to request the information in 
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paper format in a timely manner. 

By way of exception, no such instructions 
for use are needed for devices in Class I 
or IIa if they can be used safely without 
any such instructions."

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 paragraph 14 in article 11 should be deleted and section 13.1 of Annex I should 
therefore be amended.

Amendment 35
ANNEX II, POINT 1 (G) (II)

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

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

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 safety of the product.

Amendment 36
ANNEX II, POINT 7 (A)

Annex VII, section 2 (Directive 93/42/EEC)

2. The manufacturer must prepare the 
technical documentation described in 
Section 3. The manufacturer or his 
authorized representative established in the 
Community must make this 
documentation, including the declaration of 
conformity, available to the national 
authorities for inspection purposes for a 

2. The manufacturer must prepare the 
technical documentation described in 
Section 3. The manufacturer or his 
authorized representative established in the 
Community or the importer must make 
this documentation, including the 
declaration of conformity, available to the 
national authorities for inspection purposes 
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period at least equivalent to the intended 
lifetime of the product as defined by the
manufacturer but not less than five years 
from the date of manufacture.

for a period of at least five years from the 
date of manufacture.

Justification

In order to cut down on bureaucracy, it should also be possible for the importer to keep the 
necessary documents. The second change adapts the text to Amendment 2, which is also 
intended to reduce bureaucracy for small and medium-sized importers.

Amendment 37
ANNEX II, POINT 8 (A A) (new)

Annex VIII, section 2.1 (Directive 93/42/EEC)

(aa) The fourth indent of section 2.1 is 
replaced by the following:
"– the specific characteristics of the 
product revealed by the prescription."

Justification

Article 1(d) states that the prescription mentioned above (for custom-made devices) may be 
issued by anyone with the requisite professional qualifications. However, the fourth indent of 
section 2.1 of Annex 6 refers only to a doctor's prescription. This contradiction should be 
removed.

Amendment 38
ANNEX II, POINT 8 (D)

Annex VIII, section 4 (Directive 93/42/EEC)

4. The information contained in the 
declarations concerned by this Annex 
should be kept for a period at least
equivalent to the intended lifetime of the 
product as defined by the manufacturer 
but not less than five years from the date 
of manufacture.

4. The information contained in the 
declarations concerned by this Annex 
should be kept for a period of at least five 
years from the date of manufacture.

Justification

There is no known case in which information has needed to be kept for longer than five years. 
The present wording seems to place an excessive burden on manufacturers of custom-made 
devices.
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Amendment 39
ANNEX II, POINT 8 (E)

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

5. For custom-made devices, 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, 
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:

5. For custom-made devices, the 
manufacturer must undertake to review 
experience gained in the post-production 
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, near incidents and the relevant 
corrective action immediately on learning 
of them:

Justification

Manufacturers of custom-made devices are best able to trace their products, as the patients in 
question are known by name. The systematic  procedure called for here (the introduction of 
ISO 13485) means additional annual costs for dental technicians, opticians, hearing aid and 
orthopaedic shoe technicians etc. of between EUR 2000 and 5000. This cannot be justified, as 
a general wording will also avert risks.

Amendment 40
ANNEX II, POINT 9 (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 the risks 
arising from a continued use of the 
device.

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 
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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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EXPLANATORY STATEMENT

The proposal put forward by the Commission amending Directive 93/42/EEC concerning 
medical devices and Directive 90/385/EEC concerning active implantable medical devices
and adapting Directive 98/79/EC is to be welcomed in principle. 
However, closer inspection reveals various weaknesses, which are addressed below. In brief, 
the key points are as follows: 

1. Differentiation from other directives

To ensure that the authorities can transpose the Directive smoothly and without bureaucracy, 
it is crucial to distinguish clearly between this and other laws and for there to be an 
unambiguous definition of medical devices. There should be as little overlapping with other 
similar directives, such as the Directive on cosmetic products and Directive on advanced 
therapies, as possible. This has been made clear in the amendments. It should be stressed that 
the Directive on medical devices should not cover any products containing human tissue. It 
has been arranged with those responsible for the Directive on advanced therapies that the 
relevant passages will be removed from this proposal for a directive and will, in future, fall 
solely within the scope of the Directive on advanced therapies.

2. Clear decision-making criteria for the classification of products

It must be possible for the authorities to match individual products to the directives governing 
them without difficulty. It is useful, therefore, for an additional annex to Directive 93/42/EEC 
to contain a list of information on individual products to aid the difficult task of classifying 
products in a clear and unbureaucratic way. 

3. Legal certainty

The Commission proposal does not provide full legal certainty. It should be made clear in 
future, therefore, that manufacturers are to be fully involved in decisions concerning the 
classification of products. It should also be ensured that they have the option of bringing a 
complaint directly before the European Court of Justice. 
This should prevent cases being brought before national courts to refer the matter to the Court 
of Justice, which last many years. 

4. Reprocessing

Firstly, it must be stressed that the issue of whether the reprocessing of medical devices is 
fundamentally allowed is, quite rightly, governed by national law. However, there should be 
uniform European standards covering reprocessing. Furthermore, there should not be cases 
where the same product is described as 'single-use' in one Member State and 'multiple-use' in 
another. The labelling of the product should, therefore, be uniform in future.  

5. Preventing bureaucracy
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It is particularly important to prevent a significant increase in bureaucracy as a result of this 
amendment of the Directive. In this respect, changes need to be made in various places. 
It is more than sufficient for manufacturers to keep documentation for inspection purposes for 
a five-year period. In the case of older products, an inspection of the documents has almost 
never been necessary thus far. 
The setting-up of a systematic procedure for custom-made devices should only occur when 
the corresponding measures are outside the confines of medical therapy. 
The declaration of conformity should remain with the doctor, as it could easily be lost by 
patients. 
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