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Amendment by Mojca Drčar Murko

Amendment 41
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 patent safety.

Or. en

Justification

In recent years the reprocessing industry has developed validated and controlled procedures, 
which considerably reduce both costs in the health sector and the volume of hazardous 



PE 376.778v01-00 2/57 AM\628089EN.doc

EN

hospital waste. However, the current lack of EU-wide regulation fails to mitigate the risks of 
the unregulated of medical devices. It also prevents the establishment of level playing field 
for reprocessing services. The Commission should therefore produce a proposal, based on 
careful assessment of the current practices and their real costs as well as existing national 
regulations and market studies. This should ensure patient safety and provide homogeneous 
market standards in the healthcare sector.

Amendment by Frieda Brepoels

Amendment 42
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.

Or. en

Justification

In recent years, the techniques for reprocessing medical devices have been developing and 
their application has become more widespread. However, this activity is not regulated at EU-
level and national regulations vary widely. The European Commission should therefore 
develop a proposal, based on a careful assessment of the current practices and their real 
costs, existing national regulations and market studies. This should then form the basis for 
future legislation to maximise patient safety across the EU and to ensure homogenous market 
standards in the healthcare sector. 

Amendment by Adamos Adamou

Amendment 43
RECITAL 2 A (new)

(2a) As regards reprocessing, it is a public 
health issue and the Commission should 
the soonest possible engage with further 
reflection, and conduct wider consultation 
in order to explore the possible 
development of appropriate measures 
ensuring a high level of patient safety.

Or. en
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Justification

In recent years, the techniques for reprocessing medical devices have been developing, and 
their application has become more widespread. However, this activity is not regulated at EU 
level, and national regulations vary widely. In some Member States uncontrolled 
reprocessing without mandatory quality standards is conducted, which poses significant risks 
to patient safety.

Amendment by Françoise Grossetête, Véronique Mathieu

Amendment 44
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. To ensure greater legal 
certainty, such decisions should exclusively 
concern individual products, which may 
form part of a generic line of products. 
They should also be directed at Member 
States and manufacturers. A key factor in 
defining a medical device is the purpose 
attributed to it by its manufacturer. The 
manufacturer should therefore be fully 
associated in the context of his right to be 
heard before any decision is taken on the 
product definition.

Or. fr

Justification

Many product categories cover a wide range of products which do not always have the same 
identification data or intended purposes. Decisions must therefore, as a rule, relate to 
individual products. The only instance in which this does not apply is when products are 
grouped together in homogeneous categories, with the same identification data and intended 
purposes. Moreover, the purpose given by a manufacturer to a product forms an integral part 
of the definition of the medical device. The manufacturer therefore has an important role to 
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play in the decision-making procedure.

Amendment by Françoise Grossetête

Amendment 45
RECITAL 14

14) To ensure that, where a manufacturer 
does not have a registered place of business 
in the Community, authorities have a single 
individual person authorized by the 
manufacturer whom they can address in 
matters relating to the compliance of the 
devices with the Directives it is necessary to 
introduce an obligation for such 
manufacturers to designate an authorized 
representative for all classes of devices.

(14) To ensure that, where a manufacturer 
does not have a registered place of business 
in the Community, authorities have a single 
individual person authorized by the 
manufacturer whom they can address in 
matters relating to the compliance of the 
devices with the Directives it is necessary to 
introduce an obligation for such 
manufacturers to designate an authorized 
representative for all classes of devices. In 
this connection, it should be noted that any 
device imported into the European Union 
must comply with the rules laid down in 
this Directive. 

Or. fr

Justification

For safety reasons, any product imported into the Community should comply with the rules 
adopted within the European Union.

Amendment by Hiltrud Breyer

Amendment 46
RECITAL 15 A (new)

(15a) In its opinion of 9 January 2002 on 
the human health risk assessment of Bis(2-
ethylhexyl) phthalate (DEHP), the 
Scientific Committee on Toxicity, 
Ecotoxicity and the Environment supported 
the need for risk reduction measures 
concerning exposure to DEHP from 
medical equipment. DEHP is classified in 
Annex I to Directive 67/548/EEC as toxic 
to reproduction category 2. To further 
ensure public health and safety, it is 
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necessary to prohibit the use of substances 
classified as carcinogenic, mutagenic or 
toxic for reproduction in medical devices, 
unless no alternative devices without such 
substances are available.

Or. en

Justification

It is long overdue that the EU acts upon the opinion of one of its scientific committee for the 
need to take risk reduction measures against DEHP from medical devices. DEHP is a CMR 
substance. There may be further CMR substances used in medical devices. The use of CMR 
substances is already prohibited in EU law in substances and preparations for use of the 
general public and in cosmetics. Furthermore, DEHP and other phthalates that are toxic to 
reproduction have been banned from the use in all toys.  CMR substances should not be used 
in medical devices when safer devices are available. 

Amendment by Urszula Krupa

Amendment 47
RECITAL 18

(18) As design for patient safety initiatives 
play an increasing role in public health 
policy it is necessary to expressively set out 
the need to consider ergonomic design in the 
essential requirements. In addition the level 
of training and knowledge of the user, such 
as in the case of a lay user, is further 
emphasised within the essential 
requirements.

(18) As design for patient safety initiatives 
play an increasing role in public health 
policy it is necessary to expressively set out 
the need to consider ergonomic design in the 
essential requirements. In addition the level 
of training and knowledge of the user, such 
as in the case of a lay user, is further 
emphasised within the essential 
requirements. The product manufacturer 
should place particular emphasis on the 
consequences of misuse of the product and 
its adverse effects on the human organism.

Or. pl

Justification

The amendment places the emphasis on user health and safety.
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Amendment by Irena Belohorská

Amendment 48
RECITAL 18 A (new)

(18a) 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.

Or. en

Justification

Reprocessing of medical devices is not regulated at EU level. In some Member States 
uncontrolled reprocessing without mandatory quality standards is conducted, which poses 
significant risks to patient safety. In Member States where the regulation has been adapted to 
support monitored reprocessing, the reprocessing industry has developed highly controlled 
and validated procedures. The lack of EU wide regulation fails to mitigate the risks of 
unregulated reprocessing, and does not allow the benefits of regulated, validated 
reprocessing to be enjoyed in all Member States.

Amendment by Françoise Grossetête

Amendment 49
RECITAL 21

(21) In the light of the increased use of third 
parties to carry out the design and 
manufacture of devices on behalf of the 
manufacturer, it is important that the 
manufacturer demonstrates that he applies 
adequate controls to the third party to 
continue to ensure the efficient operating of 
the quality system.

(21) In the light of the increased use of third 
parties to carry out the design and 
manufacture of devices on behalf of the 
manufacturer, it is important that the 
manufacturer demonstrates that he applies 
adequate controls to the third party to 
continue to ensure the efficient operating of 
the quality system. The competent 
authorities may also decide to apply 
controls directly.

Or. fr

Justification

In order to guarantee maximum safety, the authorities should be given the possibility of 
carrying out inspections.
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Amendment by Peter Liese

Amendment 50
RECITAL 21 A (new)

(21a) The rules on the reprocessing of 
medical devices differ widely from one 
Member State to another. The Commission 
should study the impact which the different 
rules have on the protection of patients and 
cost-effectiveness. Where appropriate, the 
Commission should propose measures in 
accordance with the subsidiarity principle. 

Or. de

Justification

A number of amendments on the issue of reprocessing were adopted in the committees 
delivering opinions. The problem was also raised on many occasions by members of the 
Committee on the Environment, Public Health and Food Safety. The author of this 
amendment takes the view that a careful analysis should be made before any legislation is 
introduced.

Amendment by Thomas Ulmer

Amendment 51
RECITAL 23 A (new)

(23a) In the light of Decision 2006/512/EC 
on comitology introducing regulatory 
procedure with scrutiny for measures of 
general scope designed to amend non-
essential elements of a basic instrument 
adopted in co-decision, it is necessary to 
amend Directive 90/385/EEC and Directive 
93/43/EEC accordingly. Regulatory 
procedure with scrutiny should apply to the  
adoption of amendments to the Annexes of 
Directive 93/43/EEC, decisions with regard 
to classification of medical devices and 
decisions with regard to withdrawal from 
the market or prohibition or restriction to 
place on the market of implantable medical 



PE 376.778v01-00 8/57 AM\628089EN.doc

EN

devices.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new comitology Decision, 
and in particular to replace the ordinary "regulatory committee" procedure with the 
"regulatory committee with scrutiny", since the measures concerned are measures of general 
scope designed to amend non-essential elements of the draft legislation. It lists the measures 
that should be covered by the new procedure.

Amendment by Hiltrud Breyer

Amendment 52
RECITAL 24 A (new)

(24a) In light of the developments in the 
field of reprocessing of medical devices, the 
Commission will undertake a wide 
consultation in order to explore the 
development of appropriate Community 
legislation on the reprocessing of medical 
devices to ensure a high level of patient 
safety. 

Or. en

Justification

Reprocessing has been developing in recent years, but there are no EU-wide regulations on 
this. This may lead to uncontrolled reprocessing, creating potentially significant risks to 
patients. EU-wide rules on reprocessing could avoid such risks.

Amendment by Jules Maaten

Amendment 53
ARTICLE 1, POINT 1, POINT (A), POINT (I)

Article 1, paragraph 2, point (a) (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 

(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 
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proper application intended by the 
manufacturer to be used for medical 
purposes for human beings for the purpose 
of:

proper application intended by the 
manufacturer to be used for medical 
purposes for human beings for the purpose 
of:

— diagnosis, prevention, monitoring, 
treatment or alleviation of disease,

— diagnosis, prevention, monitoring, 
treatment or alleviation of disease,

— diagnosis, monitoring, treatment, 
alleviation of or compensation for an injury 
or handicap,

— diagnosis, monitoring, treatment, 
alleviation of or compensation for an injury 
or handicap,

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

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

— control of conception, — 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;”

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;
- does not, due to the form of the product or 
the way in which the manufacturer 
presents it or positions it on the market, 
give the public the general impression that 
the product possesses medical properties 
for the treatment or prevention of disease 
in human beings.”

Or. nl

Justification

Making the definition in the 'devices' directive stricter will ensure that medicinal products are 
not described and certified as medical devices, with the aim of evading the strict approval 
procedures and safety precautions relating to medicinal products. This will actively combat 
the risk that manufacturers might present their products as medical devices but seek to benefit 
from the perception that they are equivalent to medicinal products. This would promote unfair 
competition.
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Amendment by Urszula Krupa

Amendment 54
ARTICLE 1, POINT 1, POINT (A), POINT (I)

Article 1, paragraph 2, point (a) (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:
— 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;”

“(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:
— 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;”

A medical device may also be a preparation 
(device, product) whose therapeutic, 
prophylactic, body-care or adjuvant action 
derives from its physicochemical properties 
and not from a specific pharmacological 
effect. A pharmaceutical preparation 
classified as a medical device may contain 
pharmacologically active substances, 
provided that they are authorised for use 
within the Member States, that they are not 
included in a register of potent or narcotic 
substances and that their presence in the 
device does not produce a systemic effect.
The permitted content of pharmacologically 
active substances in a medical device shall 
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be lower than their minimum effective 
dosages (producing a pharmacological 
effect), as set out in national 
pharmacopoeias or equivalent sources or 
provisions. 

Or. pl

Justification

The amendment enables products which to date have not been defined and which come into 
various categories and are put to various uses, to be clearly identified.

Amendment by María Sornosa Martínez

Amendment 55
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, 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 human beings 
for the purpose of:

Or. es

Justification

Including the phrase 'for medical purposes' in the definition would exclude from the scope of 
the directive products which are now considered as medical devices and for which the 
guarantees as regards safety, effectiveness and quality must be safeguarded through the 
procedures laid down in the directive, in view of both their importance for the health of 
patients and their potential risks. Examples of such products are: facial implants for filling 
lines for aesthetic purposes, mammary prostheses for breast enhancement for aesthetic 
purposes, contraceptives (condoms, diaphragms) used without a specific medical reason, and 
certain technical aids for people with disabilities, such as wheelchairs.

All these products would be left unregulated, since they would not fall within the scope of 
other directives either. This is true even of the above products for aesthetic purposes 
(mammary prostheses, facial implants), which would not come under the legislation on 
cosmetics since they are not applied to external parts of the body, the teeth or the mucous 
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membranes of the oral cavity, and the place of application is one of the criteria for products 
to be considered as cosmetics.

Amendment by Thomas Ulmer

Amendment 56
ARTICLE 1, POINT 1, POINT (D)

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 
medicinal product for advanced therapies
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 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.

If there are any doubts as to the ancillary 
nature of the substance, its classification 
shall be clarified by a scientific 
recommendation as described in Article 18 
of the Regulation (EC) No […] of the 
European Parliament and of the Council 
(**) [on advanced Therapies and amending 
Regulation (EC) No 726/2004].
Independently of the outcome of this 
scientific recommendation, the ethical 
aspects linked to the substance shall always 
be evaluated by the EMEA.

Or. de

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 Mikolášik
report on advanced therapy medicinal products. 

Combined products may also incorporate gene therapy and cell therapy products in addition 
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to tissue engineered products, as is already being tested for stents and hip implants, for 
example. They should be included in the directive.

Amendment by Dagmar Roth-Behrendt

Amendment 57
ARTICLE 1, POINT 1, POINT (D)

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 the Regulation 
(EC) No […] of the European Parliament 
and of the Council (**) [on advanced 
Therapies and amending Regulation (EC) 
No 726/2004]] that device must be assessed 
and authorized in accordance with this 
Regulation.

Or. en

Justification

Products which are considered as Tissue Engineered Products contain parts of tissues or cell 
which shall replace, repair or regenerate human tissue. Thus, those products are very 
sensitive and interacting with living cells and should fall under the pharmaceutical 
legislation. 

Amendment by Thomas Ulmer

Amendment 58
ARTICLE 1, POINT 2, POINT (A A) (new)

Article 6, paragraph 2a (Directive 90/385/EEC)

(aa) The following paragraph 2a is added: 
"2a. Where reference is made to this 
paragraph, Articles 5a and 7 of Decision 
1999/468/EC as amended by Decision 
2006/512/EC shall apply."

Or. en
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Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since some the 
measures concerned are measures of general scope designed to amend non-essential elements 
of the draft legislation.

Amendment by María Sornosa Martínez

Amendment 59
ARTICLE 1, POINT 3

Article 10a, paragraph 1, subparagraph 1a (new) (Directive 90/385/EEC)

Member States may ask to be informed of 
all data that will make it possible to identify 
products, as well as their labelling and 
instructions for use, when such products 
are put into service in their territory.

Or. es

Justification

It is vital to add this second subparagraph to enable the authorities to exercise proper market 
control over products put into service in their territory, and also to maintain consistency with 
Directive 93/42/EEC, where this paragraph is included for class IIb and III products, i.e. 
products posing a greater risk. Given that active implants are all  devices posing the same 
degree of risk, there is no need for any further specification as regards the devices to which 
this provision applies.

Amendment by Françoise Grossetête

Amendment 60
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. Any medical device imported 
into the European Union shall comply with 
the rules laid down in this Directive. 
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Or. fr

Justification

For safety reasons, any product imported into the Community should comply with the rules 
adopted within the European Union.

Amendment by Urszula Krupa

Amendment 61
ARTICLE 1, POINT 3

Article 10c (Directive 90/385/EEC)

Where a Member State considers in relation 
to a given product or group of products, that, 
in order to ensure protection of health and 
safety and/or to ensure that public health 
requirements are observed, such products 
should be withdrawn from the market, or 
their placing on the market and putting into 
service should be prohibited or restricted, it 
may take any justified transitional measures.

The Member State shall then inform the 
Commission and all other Member States of 
the transitional measures giving the reasons 
for its decision.

The Commission shall, whenever possible, 
consult the interested parties and the 
Member States.

Where a Member State considers in relation 
to a given product or group of products, that, 
in order to ensure protection of health and 
safety and/or to ensure that public health 
requirements are observed, such products 
should be withdrawn from the market, or 
their placing on the market and putting into 
service should be prohibited or restricted, it 
may take any justified transitional measures.

The Member State shall then inform the 
Commission and all other Member States of 
the transitional measures giving the reasons 
for its decision.

The Commission shall, whenever possible, 
consult the interested parties and the 
Member States and shall communicate its 
opinion to them.

Where the national measures are justified, 
the Commission shall adopt the necessary 
Community measures in accordance with 
the procedure referred to in Article 6(2). In 
case the national measures are unjustified, 
the Commission shall inform all Member 
States and the consulted interested parties.”

Or. pl

Justification

The Commission should cooperate closely with the Member States.
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Amendment by Thomas Ulmer

Amendment 62
ARTICLE 1, POINT 3

Article 10c, paragraph 4 (Directive 90/385/EEC)

Where the national measures are justified, 
the Commission shall adopt the necessary 
Community measures in accordance with the 
procedure referred to in Article 6(2). In case 
the national measures are unjustified, the 
Commission shall inform all Member States 
and the consulted interested parties.

Where the national measures are justified, 
the Commission shall adopt the necessary 
Community measures in accordance with the 
procedure referred to in Article 6(2a). In
case the national measures are unjustified, 
the Commission shall inform all Member 
States and the consulted interested parties.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new comitology Decision, 
and in particular to include the "regulatory committee with scrutiny", since some the 
measures concerned are measures of general scope designed to amend non-essential elements 
of the draft legislation.

Amendment by Hiltrud Breyer

Amendment 63
ARTICLE 2, POINT -1 A (new)
Recital 7 (Directive 93/42/EEC)

(-1a) Recital 7 is replaced by the following:
"Whereas the essential requirements and 
other requirements set out in the Annexes 
to this Directive, including any reference to 
'minimizing' or 'reducing' risk must be 
interpreted and applied in such a way as to 
take account of best available products, 
technology and practice in design and of 
technical and economical considerations 
compatible with a high level of protection 
of health and safety."

Or. en

Justification

The recital needs to be updated. Essential requirements must create an incentive to improve 
design and should therefore be based on best available design, rather than "grandfather in" 



AM\628089EN.doc 17/57 PE 376.778v01-00

EN

old design.

Amendment by Johannes Blokland

Amendment 64
ARTICLE 2, POINT 1, POINT (A) (I)

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

(i) in point (a) the introductory phrase is 
replaced by the following: 

(i) in point (a) the introductory phrase is 
replaced by the following:

“‘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:”

“‘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,

- 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;
- which does not, due to the form of the 
product or the way in which the 
manufacturer presents it or positions it on 
the market, give the public the general 
impression that the product possesses 
medical properties for the treatment or 
prevention of disease in human beings;
and which is intended by the manufacturer 
to be used for medical purposes for human 
beings for the purpose of:”

Or. nl

Justification

This amendment is intended to actively combat the risk that manufacturers might present their 
products as medical devices with the aim of benefiting from the perception that they are 
equivalent to medicinal products, although they do not have to undergo registration as 
medicinal productts, which is a more demanding procedure, and would thus also escape 
stricter checks.



PE 376.778v01-00 18/57 AM\628089EN.doc

EN

Amendment by Thomas Ulmer

Amendment 65
ARTICLE 2, POINT 1, POINT (A), POINT (I)

Article 1, paragraph 2, point (a), introductory phrase (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:

Or. de

Justification

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

Amendment by María Sornosa Martínez

Amendment 66
ARTICLE 2, POINT 1, POINT (A), POINT (I)

Article 1, paragraph 2, point (a), introductory phrase (Directive 93/42/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, 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 human beings 
for the purpose of:

Or. es

Justification

Including the phrase 'for medical purposes' in the definition would exclude from the scope of 
the directive products which are now considered as medical devices and for which the 
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guarantees as regards safety, effectiveness and quality must be safeguarded through the 
procedures laid down in the directive, in view of both their importance for the health of 
patients and their potential risks. Examples of such products are: facial implants for filling 
lines for aesthetic purposes, mammary prostheses for breast enhancement for aesthetic 
purposes, contraceptives (condoms, diaphragms) used without a specific medical reason, and 
certain technical aids for people with disabilities, such as wheelchairs.

All these products would be left unregulated, since they would not fall within the scope of 
other directives either. This is true even of the above products for aesthetic purposes 
(mammary prostheses, facial implants), which would not come under the legislation on 
cosmetics since they are not applied to external parts of the body, the teeth or the mucous 
membranes of the oral cavity, and the place of application is one of the criteria for products 
to be considered as cosmetics .

Amendment by Thomas Ulmer

Amendment 67
ARTICLE 2, POINT 1, POINT (A), POINT (I A) (new)
Article 1, paragraph 2, point (a) (Directive 93/42/EEC)

(ia) in point (a), the following indent is 
added:
"- correcting vision or the appearance of 
the eye by being placed on the eye;"

Or. en

Amendment by John Bowis

Amendment 68
ARTICLE 2, POINT 1, POINT (A), POINT (I A) (new)
Article 1, paragraph 2, point (a) (Directive 93/42/EEC)

(ia) the second paragraph of point (a) 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 or position it in the 
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marketplace, encourage  the impression 
that the product has medicinal properties 
for the treatment or prevention of disease 
in humans,"

Or. en

Justification

Patient safety must 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 by Dagmar Roth-Behrendt

Amendment 69
ARTICLE 2, POINT 1, POINT (A), POINT (I A) (new)

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

(ia) the following point (ha) is inserted:
"(ha)'reprocessing' means the restoration 
of the functional safety of a used medical 
device. The legal or natural person and/ or 
its authorised representative shall be 
deemed as manufacturer in accordance 
with this Article when reprocessing a 
medical device and placing it on the 
market."

Or. en

Justification

See justification on amendment on article 21 (a) new.

Amendment by Frieda Brepoels

Amendment 70
ARTICLE 2, POINT 1, POINT (A), POINT (II A) (new)

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

(iia) the following point (ka) is added:
"(ka) 'reprocessing' means the cleaning, 
disinfection and sterilization of a used 
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medical device, including the associated 
work as well as the testing and restoration 
of the functional and hygienic safety for a 
safe re-use."

Or. en

Justification

This amendment is linked with the new recital 2a on reprocessing.

Amendment by Mojca Drčar Murko

Amendment 71
ARTICLE 2, POINT 1, POINT (A), POINT (II A) (new)

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

(iia) the following point (ka) is added:

"(ka) 'reprocessing' means the cleaning, 
disinfection and sterilization of a used 
medical device, including the associated 
work as well as the testing and restoration 
of the functional and hygienic safety for a 
safer use;"

Or. en

Justification

In the current version of the Medical Device Directive reprocessing is not defined. This 
situation causes legal uncertainty which should be solved with the proposed amendment.

Amendment by Hiltrud Breyer

Amendment 72
ARTICLE 2, POINT 1, POINT (A), POINT (II A) (new)

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

(iia) the following point (ka) is added: 

"(ka) 'reprocessing' means the cleaning, 
disinfection and sterilization of a used 
medical device as well as the restoration 
and testing of the functional and hygienic 
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safety for a safe re-use."

Or. en

Justification

There is a need for a definition of reprocessing.

Amendment by Irena Belohorská

Amendment 73
ARTICLE 2, POINT 1, POINT (A), POINT (II A) (new)

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

(iia)  the following point (ka) is inserted:

"(ka) 'reprocessing' means the cleaning, 
disinfection and sterilization of a used 
medical device, including the associated 
work as well as the testing and restoration 
of the functional and hygienic safety for a 
safe re-use."

Or. en

Justification

Currently, reprocessing is not defined in the current version of the Medical Device Directive. 
This situation causes legal uncertainty which should be solved with the proposed amendment.

Amendment by Françoise Grossetête, Véronique Mathieu

Amendment 74
ARTICLE 2, POINT 1 (A) (II A) (new)

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

(ii a) The following point (ka) is added:

"(ka) 'biophysical and biomechanical data' 
means data deriving from biophysical, 
biomechanical, simulation or clinical test 
modelling studies or any scientific studies 
based on confirmed knowledge or 
technologies whose validity has been 
demonstrated. These data may be included, 
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in particular to back up the clinical data 
mentioned in point (k) above."

Or. fr

Justification

Establishing protocols and conducting clinical studies is difficult and sometimes impossible in 
the case of certain categories of medical device. Research now makes it possible to overcome 
these difficulties by establishing biophysical, simulation and modelling tools. This means that 
the preclinical stages can be made more reliable and clinical studies can be better targeted.

Amendment by Dagmar Roth-Behrendt

Amendment 75
ARTICLE 2, POINT 1, POINT (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 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]] 
that device must be assessed and authorized 
in accordance with this Regulation.

Or. en

Justification

Products which are considered as Tissue Engineered Products contain parts of tissues or cell 
which shall replace, repair or regenerate human tissue. Thus, those products are very 
sensitive and interacting with living cells and should fall under the pharmaceutical 
legislation. 

Amendment by Thomas Ulmer

Amendment 76
ARTICLE 2, POINT 1, POINT (E)

Article 1, paragraph 4b (Directive 93/42/EEC)
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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 
medicinal product for advanced therapies  
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 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.

If there are any doubts as to the ancillary 
nature of the substance, its classification 
shall be clarified by a scientific 
recommendation as described in Article 18 
of the Regulation (EC) No […] of the 
European Parliament and of the Council 
(**) [on advanced Therapies and amending 
Regulation (EC) No 726/2004].
Independently of the outcome of this 
scientific recommendation, the ethical
aspects linked to the substance shall always 
be evaluated by the EMEA.

Or. de

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 Mikolášik
report on advanced therapy medicinal products. 

Combined products may also incorporate gene therapy and cell therapy products in addition 
to tissue engineered products, as is already being tested for stents and hip implants, for 
example. They should be included in the directive.

Amendment by Jules Maaten

Amendment 77
ARTICLE 2, POINT 1, POINT (F), POINT (I)

Article 1, paragraph 5, point (c) (Directive 93/42/EEC)
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“(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 
Article 1(2)(b) of that Directive or under the 
present Directive, particular account shall be 
taken of the principal mode of action of the 
product;”

Or. nl

Justification

Making the definition in the 'devices' directive stricter will ensure that medicinal products are 
not described and certified as medical devices, with the aim of evading the strict approval 
procedures and safety precautions relating to medicinal products. The medical devices 
directive does not apply if the product complies with the definition of 'medicinal product' in 
the medicinal products directive. For the purpose of determining whether a product is a 
medicinal product or a medical device, therefore, it is therefore important to consider, in 
accordance with Directive 2001/83, all the separate criteria stated for a medicinal product, 
as alternatives rather than cumulatively.

Amendment by John Bowis

Amendment 78
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 
Article 1(2)(b) of that Directive or under or 
the present Directive, particular account 
shall be taken of the principal mode of 
action of the product;

Or. en

Justification

Patient safety must 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. 
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Amendment by Avril Doyle

Amendment 79
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 definition laid down in 
Article 1(2)(b) of that Directive or under the 
present Directive, particular account shall be 
taken of the principal mode of action of the 
product;

Or. en

Justification

The proposed directive has to be altered in order to render more stringent the definition of 
medical devices. This would make it more difficult to have medication registered as medical 
devices. The draft Commission proposal for revision of the Directive includes amendments to 
the definitions section in Article 1. However, the definition of “medical device” at Article 
1.2(a) is substantially the same as that set out in the existing Directive.

Amendment by Johannes Blokland

Amendment 80
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 Article 1(2)(b) of that Directive or under 
the present Directive, particular account 
shall be taken of the principal mode of 
action of the product;”

Or. nl

Justification

As it currently stands, the text could be seen as reducing the significance of the presentation 
test, and the classification could focus on the principal mode of action of the product. The 
proposed amendment would ensure that the application of the second part of the definition of 
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'medicinal product' is not regarded as more important than the first part of the definition.

Amendment by Thomas Ulmer

Amendment 81
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. If a product falls under the scope of 
Council Directives 93/42/EC and 
89/686/EC, the relevant essential 
requirements of both directives shall 
apply. Where the principal intended 
purpose of the product is that of a medical 
device, according to Directive 93/42/ECC, 
the provisions of this directive, including 
conformity assessment, shall be fulfilled. 
In case of doubt, the manufacturer must 
consult a Notified Body or a Competent 
Authority."

Or. en

Justification

There are some personal protection items which should fall within the scope of Directive 
93/42/EEC. This applies in particular to items which come into direct contact with internal
parts of the body, such as gloves.

Amendment by Umberto Guidoni

Amendment 82
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 named patient or the 
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patient identified by an acronym or a 
numerical code.

Or. it

Justification

The term 'named patient' is already contained in the current Directive. It might also be 
possible, for the purposes of data protection and medical confidentiality, to provide for 
identification of the patient through an acronym or numerical code. With a view to the best 
possible provision of information to the patient, the original statement should continue to be 
kept in the patient's records held by the dentist and a copy supplied to the patient. Given that 
there is no obligation on the patient to keep the statement, this is a practical and appropriate 
arrangement which does not undermine the patient's rights.

Amendment by Thomas Ulmer

Amendment 83
ARTICLE 2, POINT 2 A (new)

Article 7, paragraph 1 (Directive 93/42/EEC)

(2a) Subparagraph 1 of Article 7(2) is 
replaced by the following:
"Where reference is made to this 
paragraph, Articles 5 and 7 of Decision 
1999/468/EC shall apply, having regard to 
the provisions of Article 8 thereof."

Or. en

Justification

This technical amendment adapts the existing text to the provisions of the new comitology.

Amendment by Thomas Ulmer

Amendment 84
ARTICLE 2, POINT 2 A (new)

Article 7, paragraph 2 a (new) (Directive 93/42/EEC)

(2a) The following paragraph shall be
added to Article 7:
"Where reference is made to this 
paragraph, Articles 5a and 7 of Decision 
1999/468/EC as amended by Decision 
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2006/512/EC shall apply."

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since some the 
measures concerned are measures of general scope designed to amend non-essential elements 
of the draft legislation.

Amendment by Adamos Adamou

Amendment 85
ARTICLE 2, POINT 2 A (new)

Article 8, paragraph 2, indent 2a (new) (Directive 93/42/EEC)

(2a) In Article 8(2), the following indent 
shall be added:
"- the measures are justified, it shall adopt, 
when necessary in the interest of public 
health, the appropriate Community 
measures in accordance with the 
procedure laid down in Article 7(2)."

Or. en

Justification

Invoking the safeguard clause should allow to have the justified national interim measures 
(taken in this context) mandatory applicable throughout the EU market. In addition it is 
useful to align the safeguard clause procedure in Article 8 MDD with the particular health 
monitoring measures procedure in Article 14b MDD. 

Amendment by Thomas Ulmer

Amendment 86
ARTICLE 2, POINT 3

Article 9, paragraph 3 (Directive 93/42/EEC)

3. Where a Member State considers that the 
classification rules set out in Annex IX 
require adaptation in the light of technical 
progress and any information which 
becomes available under the information 

3. Where a Member State considers that the 
classification rules set out in Annex IX 
require adaptation in the light of technical 
progress and any information which 
becomes available under the information 
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system provided for in Article 10, it shall 
submit a duly substantiated request to the 
Commission and ask it to take the necessary 
measures. The Commission shall adopt these 
measures in accordance with the procedure 
referred to in Article 7 (2).

system provided for in Article 10, it shall 
submit a duly substantiated request to the 
Commission and ask it to take the necessary 
measures. The Commission shall adopt these 
measures in accordance with the procedure 
referred to in Article 7(2a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since some the 
measures concerned are measures of general scope designed to amend non-essential elements 
of the draft legislation.

Amendment by Adamos Adamou

Amendment 87
ARTICLE 2, POINT 3 A (new)

Article 10, paragraph 3 (Directive 93/42/EEC)

(3a) Paragraph 3 of Article 10 shall be 
replaced by the following:
"After carrying out an assessment, if 
possible together with the manufacturer, 
Member States shall, without prejudice to 
Article 8, immediately inform the 
Commission and the other Member States 
of the incidents referred to in paragraph 1 
for which relevant measures are 
contemplated and or have been taken. The 
Member States shall state the exact 
grounds on the consideration to 
contemplated measures or with regard to 
the measures taken. In particular, the 
Member States shall give the exact 
grounds, when appropriate, for deviating 
from the contemplated measure in the 
measure taken."

Or. en

Justification

As the vigilance procedure relates to the notification of incidents it is of utmost importance 



AM\628089EN.doc 31/57 PE 376.778v01-00

EN

that this is coordinated through the Commission and that the Commission and the Member 
States  to have a complete overview of the EU market.

Amendment by Adamos Adamou

Amendment 88
ARTICLE 2, POINT 3 B (new)

Article 10, paragraph 3 a (new) (Directive 93/42/EEC)

(3b) The following paragraph shall be 
added to Article 10:
"3a. The Commission, acting in 
accordance with the procedure referred to 
in Article 7(2), shall take any appropriate 
measures to adopt procedures to implement 
this Article."

Or. en

Justification

Amendment ensuring that the vigilance system functions in more binding detail.

Amendment by Thomas Ulmer

Amendment 89
ARTICLE 2, POINT 5, POINT (-A) (new)

Article 12, paragraph 2, subparagraph 2 a (new) (Directive 93/42/EEC)

(-a) In paragraph 2, the following 
subparagraph is added:
"In case of networked medical 
information technology systems, Article 
12 does not apply for the overall network 
system. The conformity assessment must 
be performed separately for each medical 
device in the network, and not for the 
overall network system."

Or. en

Justification

It must be possible to exchange individual parts of a large IT network, for example, without 
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having to recertify the entire network. The individual components of such systems must 
therefore be certified separately.

Amendment by Thomas Ulmer

Amendment 90
ARTICLE 2, POINT 6 A (new)

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

(6a) Article 13, paragraph 1 shall be 
replaced by the following:
"1. Where a Member State considers that:
(a) application of the classification rules set 
out in Annex IX requires a decision with 
regard to the classification of a given 
device or category of devices;
or
(b) a given device or family of devices 
should be classified, by way of derogation 
from the provisions of Annex IX, in 
another class;
or
(c) the conformity of a device or family of 
devices should be established , by way of 
derogation from the provisions of Article 
11, by applying solely one of the given 
procedures chosen from among those 
referred to in Article 11,
it shall submit a duly substantiated request 
to the Commission and ask it to take the 
necessary measures. These measures shall 
be adopted in accordance with the 
procedure referred to in Article 7(2a)."

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since some the 
decisions with regard to classification are measures of general scope designed to amend non-
essential elements of the draft legislation.
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Amendment by Thomas Ulmer

Amendment 91
ARTICLE 2, POINT 6 B (new)

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

(6b) In Article 13, the following point (ca) 
is inserted:
"(ca) Member States shall regulate the 
sale and distribution of all contact lenses 
on the basis of a time-limited specification 
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."

Or. en

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 ensured through a general quality control of the lenses. 

Amendment by Thomas Ulmer

Amendment 92
ARTICLE 2, POINT 7

Article 14, paragraph 2, subparagraph 1 (Directive 93/42/EEC)

2. Where a manufacturer who places devices 
on the market under its own name does not 
have a registered place of business in a 
Member state, he shall designate a single 
authorized representative.

2.  Where a manufacturer who places a 
device on the market under his own name
does not have a registered place of business 
in a Member State, he shall designate for 
this device, a single authorized 
representative in the European Union.

Or. en

Justification

It must be made clear that a manufacturer must designate a single authorized representative 
for a device but need not necessarily designate the same authorized representative for his 
entire range of devices.
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Amendment by Thomas Ulmer

Amendment 93
ARTICLE 2, POINT 9

Article 14b, paragraph 4 (Directive 93/42/EEC)

Where the national measures are justified, 
the Commission shall adopt the necessary 
Community measures in accordance with the 
procedure referred to in Article 7(2). If the 
national measures are unjustified, the 
Commission shall inform all Member States 
and the consulted interested parties.

Where the national measures are justified, 
the Commission shall adopt the necessary 
Community measures in accordance with the 
procedure referred to in Article 7(2a). If the 
national measures are unjustified, the 
Commission shall inform all Member States 
and the consulted interested parties.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since the measures 
concerned are measures of general scope designed to amend non-essential elements of the 
draft legislation.

Amendment by Thomas Ulmer

Amendment 94
ARTICLE 2, POINT 10 A (new)

Article 15, paragraph 5 (Directive 93/42/EEC)

(10a) Article 15(5) is replaced by the 
following:
"The clinical investigations must be 
conducted in accordance with the 
provisions of Annex X. The provisions of 
Annex X may be adjusted in accordance 
with the procedure laid down in Article 
7(2a)."

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "comitology" Decision, 
and in particular to include the "regulatory committee with scrutiny", since the measures 
concerned are measures of general scope designed to amend non-essential elements of the 
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draft legislation.

Amendment by Hiltrud Breyer

Amendment 95
ARTICLE 2, POINT 13

Article 20, paragraphs 2 and 3 (Directive 93/42/EEC)

2. The following information shall not be 
treated as confidential:
(a) information on the registration of persons 
responsible for placing devices on the 
market in accordance with Article 14;
(b) competent authority vigilance reports in 
accordance with Article 10(3);
(c) data relating to certificates issued, 
modified, supplemented, suspended, 
withdrawn or refused.

2. The following information shall not be 
treated as confidential:
(a) information on the registration of persons 
responsible for placing devices on the 
market in accordance with Article 14;
(b) competent authority vigilance reports in 
accordance with Article 10(3);
(c) data relating to certificates issued, 
modified, supplemented, suspended, 
withdrawn or refused;

(ca) a summary of the information and 
data related to Class IIb and Class III 
devices.

3. The Commission may, in accordance with 
the procedure referred to in Article 7 (2), 
determine the conditions under which other 
information may be made publicly available, 
and in particular for Class IIb and Class 
III devices an obligation for manufacturers 
to prepare and make available a summary 
of the information and data related to the 
device.

3. The Commission may, in accordance with 
the procedure referred to in Article 7 (2), 
determine the conditions under which other 
information may be made publicly available.

Or. en

Justification

Information about Class IIb and Class III devices should always be considered non-
confidential. 
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Amendment by Dagmar Roth-Behrendt

Amendment 96
ARTICLE 2, POINT 14 A(new)

Article 21a (new) (Directive 93/42/EEC)

(14a) The following Article 21a is inserted:
"Article 21a
European Reprocessing standard
Within 24 months of the entry into force of 
this Directive and after consulting the 
European Medicines Agency (EMEA), the 
Commission shall, in accordance with the 
procedure laid down in Article 7 establish 
detailed rules for a European reprocessing 
standard. 
These rules shall provide scientifically 
based technical guidance for reprocessing 
of used (single or multiple use) medical 
devices and shall be updated regularly in 
order to ensure a high degree of patient 
safety based on the precautionary 
principle.
For Member States which national 
legislation does not authorise reprocessing 
or the use of re-processed medical devices, 
detailed rules for compulsory on spot 
checks to be conducted by the competent 
national authorities shall be established. 
The national authorities shall as well 
monitor the use of medical devices in those 
Member States, e.g. by analysing the ratio 
between performed treatments or surgeries 
and sold/ recycled/ disposed devices in 
order to get reliable data on the amount of 
unauthorised reprocessing." 

Or. en

Justification

Even when not legalised in a country, reprocessing of used medical devices for single or 
multiple-use is widespread practice in all EU-Member States. As unprofessional reprocessing 
can cause serious risks for patients' health (hospital infections etc.), the legislator is asked to 
provide guidance for the reprocessing of medical devices. The general question, whether to 
allow reprocessing or not may remain on national level. But the safety of the patients requires 
strict controls and surveillance if reprocessing is illegal in a Member State.
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Amendment by Urszula Krupa

Amendment 97
ARTICLE 4, PARAGRAPH 1, SUBPARAGRAPHS 1 AND 2

1. Member States shall adopt and publish by 
[12 months after publication] the laws, 
regulations and administrative provisions 
necessary to comply with this Directive. 
They shall forthwith communicate to the 
Commission the text of those provisions and 
a correlation table between those provisions 
and this Directive.

1. Member States shall adopt and publish by 
[24 months after publication] the laws, 
regulations and administrative provisions 
necessary to comply with this Directive. 
They shall forthwith communicate to the 
Commission the text of those provisions and 
a correlation table between those provisions 
and this Directive.

They shall apply those provisions from [12
months from the transposition].

They shall apply those provisions from [24
months from the transposition].

Or. pl

Justification

A longer period for the introduction of the provisions will allow better implementation of the 
directive.

Amendment by Mojca Drčar Murko

Amendment 98
ANNEX I, POINT 1, POINT (-A) (new)

Annex I, section 1 (Directive 90/385/EEC)

(-a) Section 1 is replaced by the following:
"1. The devices must be designed and 
manufactured in such a way that, when 
implanted under the conditions and for the 
purposes laid down, their use does not 
compromise the clinical condition or the 
safety of patients and the environment. 
They must not present any risk to the 
persons implanting them or, where 
applicable, to other persons."

Or. en
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Justification

In the light of the EU initiative around Better Regulation, the objective to integrate 
environmental legislation in all community legislation, and in order to align these Directives 
with the EU Directive concerning medicines used in human beings to make more explicit the 
reference to the overall objectives being pursued by REACH already being integrated in these 
Directives. Unless the devices and REACH legislations are integrated, the health and safety 
as well as the environmental aspects can not be weighed jointly against the patient benefit, 
which would impact medical practice and access to healthcare in an irrational way.

Amendment by Mojca Drčar Murko

Amendment 99
ANNEX I, POINT 1, POINT (-A) (new)

Annex I, section 3 (Directive 90/385/EEC)

(-a) Section 3 is replaced by the following:
"3. The characteristics and performances 
referred to in sections 1 and 2 must not be 
adversely affected to such a degree that the 
clinical condition and safety of the patients 
or, as appropriate, of other persons or the 
environment are compromised during the 
lifetime of the device anticipated by the 
manufacturer, where the device is subjected 
to stresses which may occur during normal 
conditions of use."

Or. en

Justification

In the light of the EU initiative around Better Regulation, the objective to integrate 
environmental legislation in all community legislation, and in order to align these Directives 
with the EU Directive concerning medicines used in human beings to make more explicit the 
reference to the overall objectives being pursued by REACH already being integrated in these 
Directives. Unless the devices and REACH legislations are integrated, the health and safety 
as well as the environmental aspects can not be weighed jointly against the patient benefit, 
which would impact medical practice and access to healthcare in an irrational way.

Amendment by Frieda Brepoels

Amendment 100
ANNEX I, POINT 1, POINT (A)
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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 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. 
The concept of validation should always be 
based on the relevant risk classification of 
the medical device concerned.

Or. en

Justification

With regard to the principles of validation the existing real risk should be taken into account. 
The demands made regarding software for a robotic device in neurosurgery would 
undoubtedly be rather different from those made of software for a UV lamp for hardening 
resin in dental fillings.

Amendment by Thomas Ulmer

Amendment 101
ANNEX I, POINT 1 (A A) (new)

Annex I, section 9a (new) (Directive 90/385/EEC)

(aa) The following Section 9a is inserted:
"9a. Errors likely to be made when fitting 
or refitting certain parts which could be a 
source of risk must be made impossible by 
the design and construction of such parts. 
The same information must be given on 
moving parts and/or their housings where 
the direction of movement needs to be 
known in order to avoid a risk.
Where necessary, the instructions must give 
further information on these risks. Where a 
faulty connection can be the source of risk, 
incorrect connections must be made 
impossible by design or, failing this, by 
information given on the elements to be 
connected and, where appropriate, on the 
means of connection."
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Or. de

Justification

Life-preserving medical devices must also meet elementary construction principles as 
explicitly required in the Machinery Directive. Given the negative experiences on the ground, 
these principles should be included in the present directive.

Amendment by Thomas Ulmer

Amendment 102
ANNEX I, POINT 1 (B)

Annex I, Section 10 (Directive 90/385/EEC)

10. 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. 

10. 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 to 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 

The notified body shall, having verified the 
usefulness of the substance as part of the 
medical device and taking account of the 
safety, quality and 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 
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related to the incorporation of the substance 
into the device.

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 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. The opinion shall be drawn up 
within 210 processing days. 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 the notified body.

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,  
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.

Or. de

Justification

The current system, which allows notified bodies to consult any of the relevant national 
authorities, should be maintained in order to ensure timely and cost-effective consideration of 
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the safety and quality of the substance in question. The usefulness of a substance cannot be 
evaluated without first taking into account the quality and safety of that substance. The 
notified body must take account of the authority's opinion when making its final assessment of 
the medical device.

Amendment by Thomas Ulmer

Amendment 103
ANNEX I, POINT 1, POINT (C)

Annex I, Section 10a (Directive 90/385/EEC)

10a. 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 
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].

10a. Where a device incorporates, as an 
integral part, a product which, if used 
separately, may be considered to be a 
medicinal product for advanced therapies  
within the meaning of [Article 2 (2) of the 
Regulation 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,
the quality, safety and usefulness of the 
product must be verified by analogy with the 
methods specified in Annex I, Section IV, 
point 5 of Directive 2001/83/EC and
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.

The notified body shall, having verified the 
usefulness of the product as part of the 
medical device and taking account of the 
safety, quality and intended purpose of the 
device, seek a scientific opinion from the 
EMEA on the quality and safety of the 
product.

Or. de

Justification

Combined products may also incorporate gene therapy and cell therapy products in addition 
to tissue engineered products. 
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The usefulness of a substance cannot be evaluated by the notified body without first taking 
into account the quality and safety of that substance. The EMEA is responsible for making a 
detailed assessment of the safety and quality of a substance. The notified body must take 
account of the EMEA's opinion when making its final assessment of the medical device.

Amendment by Mojca Drčar Murko

Amendment 104
ANNEX II, POINT 1, POINT (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 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.

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

Or. en

Justification

In order to align these Directives with the EU Directive concerning medicines used in human 
beings to making a more explicit reference to the overall objectives being pursued by REACH 
already being integrated in these Directives. Unless the devices and REACH legislations are 
integrated, the health and safety as well as the environmental aspects can not be weighed 
jointly against the patient benefit, which would impact medical practice and access to 
healthcare in an irrational way. 

Reference to ’education and training’ as well as’ use errors’ might trigger confusion and 
different interpretations. What is essential is to know whether it is intended for professional 
use or not and whether an internal risk analysis on the product design is conducted.
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Amendment by Dagmar Roth-Behrendt

Amendment 105
ANNEX II, POINT 1, POINT (A A) (new)

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

 (aa) The following Section 6a is inserted:
"6a. As regards re-processing, 
manufacturers and/or authorized 
representatives must declare their products 
uniformly within the European Union.

 When declaring a product as single-use-
device, the manufacturer and/ or its 
representative has to prove why the 
respective product can only be used once 
and he shall set out the characteristics and 
technical factors manifesting a risk in case 
the product would be declared as multiple-
use-device. The manufacturer and /or its 
representative shall also declare, under 
which technical conditions the device 
could be designed and produced as 
multiple-use-product.

 When declaring a product as multiple-use-
device the manufacturer or its 
representative shall provide a detailed 
documentation on how the device can be 
safely reprocessed."

Or. en

Justification

The classification of the usage of medical devices is at the moment under the responsibility of 
the manufacturers and not always comprehensible. Sometimes, products are designed and put 
on the market as single-use-products in order to enhance selling and boost profits whilst the 
construction as multiple-use device or the technical development in this direction would be 
easily possible. Economic pressure can force hospitals or physicians nevertheless to re-use 
single-use products without having the means and the knowledge to clean and treat them 
properly. This causes serious risks for patients through hospital infections etc. Therefore, it is 
proposed to require a justification from the manufacturer when declaring a product as single-
use-device. 
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Amendment by Thomas Ulmer

Amendment 106
ANNEX II, POINT 1, POINT (B)

Annex I, Section 7.4 (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 to 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.

The notified body shall, having verified the 
usefulness of the substance as part of the 
medical device and taking account of the 
safety, quality and 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 other substances, the notified body 
shall, having verified the usefulness of the 

For a substance which is a human blood 
derivative, the notified body shall, having 
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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.

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 
the notified body.

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, 
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.

Or. de

Justification

The current system, which allows notified bodies to consult 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 task of evaluating the usefulness of the 
substance as a part of the medicinal device should remain with the evaluation body 
responsible for the overall assessment of the device.

Amendment by Ria Oomen-Ruijten

Amendment 107
ANNEX II, POINT 1, POINT (B)

Annex I, Section 7.4 (Directive 93/42/EEC)
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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 
and usefulness of the substance must be 
verified by analogy with the methods 
specified in Directive 2001/83/EC.

7.4.1 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, 
taking account of the intended purpose of 
the device, by analogy with the appropriate 
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.

7.4.2 For the substances referred to in the 
first paragraph, 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 on the 
quality and safety of the substance and on 
the clinical benefit/risk profile of the 
incorporation of the substance into the 
device. This scientific opinion shall be 
issued, taking 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 

7.4.3 In order to obtain the scientific 
opinion referred to in the second 
paragraph, the notified body shall turn to
one of the competent authorities designated 
by the Member States in accordance with 
Directive 2001/83/EC. 

This competent authority shall, in 
accordance with the provisions of 
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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.

Regulation (EC) No 726/2004 (*), either 
provide the scientific opinion to the notified 
body or refer the notified body to the 
European Medicines Agency (EMEA), 
through its committees, for the scientific 
opinion.
7.4.4 Where a device incorporates, as an 
integral part, 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 EMEA on the 
quality and safety of the substance and on 
the clinical benefit/risk profile of the 
incorporation of the substance into the 
device. 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.

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(***).

7.4.5 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 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.
When the relevant medicines competent 
authority (i.e. the one involved in the initial 
consultation) has information on the 
ancillary substance, which could have an 
impact on the established benefit/risk 
profile of the incorporation of the 
substance into the medical device, they 



AM\628089EN.doc 49/57 PE 376.778v01-00

EN

shall provide the notified body with an 
updated scientific opinion. The notified 
body shall take the updated scientific 
opinion into account in reconsidering their 
assessment of the conformity assessment 
procedure.

Or. en

Amendment by Thomas Ulmer

Amendment 108
ANNEX II, POINT 1, POINT (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 
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].

7.4a. Where a device incorporates, as an 
integral part, a product which, if used 
separately, may be considered to be a 
medicinal product for advanced therapies
within the meaning of [Article 2 (2) of the 
Regulation 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, 
the quality, safety and usefulness of the 
product must be verified by analogy with the 
methods specified in Annex I, Section IV, 
point 5 of Directive 2001/83/EC and  
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.

The notified body shall, having verified the 
usefulness of the product as part of the 
medical device and taking account of the 
safety, quality and intended purpose of the 
device, seek a scientific opinion from the 
EMEA on the quality and safety of the 
product.
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Or. de

Justification

The current system, which allows notified bodies to consult 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 task of evaluating the usefulness of the 
substance as a part of the medicinal device should remain with the evaluation body 
responsible for the overall assessment of the device.

Amendment by Hiltrud Breyer

Amendment 109
ANNEX II, POINT 1, POINT (C A) (new)
Annex I, Section 7.5 (Directive 93/42/EEC)

(ca) Section 7.5 is replaced by the 
following: 
"The devices must be designed and 
manufactured in such a way as to reduce to 
a minimum the risk posed by substances 
leaking from the device. Devices shall not 
contain substances classified as 
carcinogenic, mutagenic or toxic for 
reproduction, of category 1 and 2, under 
Annex I to Directive 67/548/EEC, unless 
no alternative devices without such 
substances are available."

Or. en

Justification

The use of CMR substances is already prohibited in EU law in substances and preparations 
for use of the general public and in cosmetics. Furthermore, certain phthalates that are toxic 
to reproduction have been banned from the use in all toys. However, the exposure to such 
phthalates from medical devices can be far higher. Patients are by definition vulnerable and 
should not be unnecessarily exposed to CMR substances. It needs to be clarified that medical 
devices containing CMR substances do not fulfil the essential requirements, when safer 
devices without CMR substances are available. 

Amendment by Dagmar Roth-Behrendt

Amendment 110
ANNEX II, POINT 1, POINT (C A) (new)
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Annex I, Section 7.5 (Directive 93/42/EEC)

(ca) Section 7.5 is replaced by the 
following:
"The devices must be designed and 
manufactured in such a way as to reduce to 
a minimum the risks posed by substances 
leaking from the device. Devices shall not 
contain substances which are categorised 
as carcinogens, mutagens or reproductive 
toxins categories 1&2, for high risk groups 
such as neonates, pregnant women and 
patients receiving haemodialysis or 
repeated blood product transfusions, unless 
no safer alternatives are available."

Or. en

Justification

CMR-substances are - for good reasons - banned from the use of many products such as 
cosmetics or toys. That gives a strong case for prohibiting the use as well in medical devices, 
at least for vulnerable part of the population in case a safer alternative exists.

Amendment by Thomas Ulmer

Amendment 111
ANNEX II, POINT 1, POINT (D A) (new)

Annex I, Section 9.4. (new) (Directive 93/42/EEC)

(da) The following Section 9.4. is inserted:
"9.4 .Errors likely to be made when fitting 
or refitting certain parts which could be a 
source of risk must be made impossible by 
the design and construction of such parts. 
The same information must be given on 
moving parts and/or their housings where 
the direction of movement needs to be 
known in order to avoid a risk.
Where necessary, the instructions must give 
further information on these risks. Where a 
faulty connection can be the source of risk, 
incorrect connections must be made 
impossible by design or, failing this, by 
information given on the elements to be 
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connected and, where appropriate, on the 
means of connection."

Or. de

Justification

Life-preserving medical devices must also meet elementary construction principles as 
explicitly required in the Machinery Directive. Given the negative experiences on the ground, 
these principles should be included in the present directive.

Amendment by Thomas Ulmer

Amendment 112
ANNEX II, POINT 1, POINT (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 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. The concept of validation 
should always be based on the relevant risk 
classification of the medical device 
concerned.

Or. en

Justification

With regard to the principles of validation the existing real risk should be taken into account. 
The demands made regarding software for a robotic device in neurosurgery would 
undoubtedly be rather different from those made of software for a UV lamp for hardening 
resin in dental fillings.

Amendment by Umberto Guidoni

Amendment 113
ANNEX II, POINT 1, POINT (E)

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

12.1a For devices which incorporate 
software or which are medical software in 

12.1a For devices which incorporate 
software or which are medical software in 
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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.

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. The cost and scale of the 
validation should be based on the relevant 
risk classification.

Or. it

Justification

The concept of validation is unclear and has given rise to a whole wave of unnecessary 
measurements and surveys. With respect to validation of small sterilisers and heat 
sterilisation devices, it should be said that various service providers have made requests, 
including financial requests, which are disproportionate in relation to the validation of 
procedures. It can reasonably be feared that the validation concept may lead to a 
disproportionate increase in costs without producing any tangible increase in patient safety. 
The cost and scope of validation measures should be based on the existing real risk.

Amendment by María Sornosa Martínez

Amendment 114
ANNEX II, POINT 1, POINT (G), POINT (IIA) (new)
Annex I, Section 13.3., point (f) (Directive 93/42/EEC)

(iia) Point ( f) is replaced by the following:

“(f) where appropriate, an indication that 
the device is for single use, where it is 
designed to be used only once on a single 
patient”.

Or. es

Justification

The meaning of the phrase 'for single use' needs to be clarified, since it is not being 
interpreted in the same way by all manufacturers and by all the notified bodies. 
Interpretations contrary to the above have even been proposed even in the harmonised rules 
on symbols, such as the use of a device labelled 'for single use' in a team during a session 
when the same team is dealing with several patients; in the following session the team is 
replaced. In the end, this interpretation was not accepted. The lack of clarification in this 
regard may lead to devices being used inappropriately, with the consequent risks of infection 
for patients.
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Amendment by Mojca Drčar Murko

Amendment 115
ANNEX II, POINT 1, POINT (G), POINT (II A) (new)
Annex I, Section 13.3., point (f) (Directive 93/42/EEC)

(iia) point (f) is replaced by the following:

"(f) where appropriate, an indication that 
the liability of the manufacturer is limited 
to single use only, such indication not 
excluding reprocessing of the device in line 
with a validated procedure."

Or. en

Justification

There is currently lack of clarity over the exact significance of the term "single use of medical 
devices". Under the existing directive, the labels applied to medical devices set by 
manufacturers are required, if appropriate, to include an indication of whether the device is 
intended for single use only (Annex II, 13.3 (f)).  Given the terminological confusion some 
Member States equate "single use" with "unprocessability". However, Member States where 
controlled reprocessing is permitted recognize that the question of reprocessability only 
depends on objective criteria making use of high quality and security standards. "Single use" 
label should be therefore interpreted as limiting the liability of the manufacturer to the 
device's first use, not as an indication of its suitability for reprocessing.

Amendment by Hiltrud Breyer

Amendment 116
ANNEX II, POINT 1, POINT (G), POINT (II A) (new)
Annex I, Section 13.3., point (f) (Directive 93/42/EEC)

(iia) point (f) is replaced by the following: 
"(f) where appropriate, an indication that 
the liability of the manufacturer is limited 
to single use only. This indication does not 
exclude the reprocessing of the device 
according to a validated procedure."

Or. en
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Justification

There is a need to put an end to the current uncertainty about the consequence of the 
indication "single use". In order to avoid that this is understood as excluding reprocessing, it 
should be clarified that it only refers to the liability of the producer, while allowing 
reprocessing according to a validated procedure.

Amendment by María Sornosa Martínez

Amendment 117
ANNEX II, POINT 1, POINT (H), POINT (-I) (new)

Annex I, Section 13.6., point (i) (Directive 93/42/EEC)

(-i) point (i) is replaced by the following:
“(i) Date of latest revision of the 
instructions for use”.

Or. xm

Justification

This provision appears in Directive 98/79/EEC on in vitro diagnostic medical devices and is 
highly relevant, given the frequency with which the instructions for use are modified, with 
new versions being introduced. This will enable users to establish whether or not they have 
the modified versions. It is all the more important if instructions may be supplied 
electronically. The modified versions often contain improvements based on the experience 
gained while using the device, with the aim of  preventing adverse incidents or inappropriate 
use. This information is therefore relevant to the safety of the device.

Amendment by Thomas Ulmer

Amendment 118
ANNEX II, POINT 1, POINT (I A) (new)

Annex I, Section 15 (new) (Directive 93/42/EEC)

The following Section 15 is inserted:
15. Where a combined product is being 
assessed, the opinion of the competent 
agency or national authority must be drawn 
up within 210 processing days. 

Or. xm
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Justification

A deadline should be set for drawing up opinions so that manufacturers know whether or not 
their devices are to be allowed onto the market within a reasonable period of time.

Amendment by Thomas Ulmer

Amendment 119
ANNEX II, POINT 9, POINT (C), POINT (VII)

Annex IX, Chapter III, Section 4.4 (Directive 93/42/EEC)

(vii) in Section 4.4. the words ‘Non active 
devices’ are replaced by the word ‘Devices’

(vii) Section 4.4. is replaced by the 
following:
"4.4 Rule 16
Devices specifically intended for recording 
of X - Ray diagnostic images are in Class 
IIa. 
Note: this refers to primary recording 
media such as X - ray detectors and not to 
media used for subsequent reproduction or 
storage."

Or. en

Justification

This addition is intended to prevent the excessively wide application of  restrictive 
requirements. 

Amendment by Françoise Grossetête, Véronique Mathieu

Amendment 120
ANNEX II, POINT 10

Annex X, Section 1.1., sub-sections 1.1.1., 1.1.2. and 1.1.3. (Directive 93/42/EEC)

1.1.1. either a critical evaluation of the 
relevant scientific literature currently 
available relating to the safety, performance, 
design characteristics and intended purpose 
of the device, where:

1.1.1. either a critical evaluation of the 
relevant scientific literature currently 
available relating to the safety, performance, 
design characteristics and intended purpose 
of the device, where:

— there is demonstration of equivalence of 
the device to the device to which the data 

— there is demonstration of equivalence of 
the functions, indications, benefit/risk ratio 
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relates and, and therapeutic efficacy expected of the 
device to the device to which the data relates 
and, 

— the data adequately demonstrate 
compliance with the relevant essential 
requirements;

— the data adequately demonstrate 
compliance with the relevant essential 
requirements;

1.1.2. or a critical evaluation of the results of 
all clinical investigations made; 

1.1.2. or a critical evaluation of the results of 
all clinical investigations made; 

1.1.3. or a critical evaluation of the 
combined clinical data provided in 1.1.1 and 
1.1.2.

1.1.3. or a critical evaluation of the 
combined clinical data provided in 1.1.1 and 
1.1.2 and the results of biophysical or 
modelling research whose validity has been 
demonstrated beforehand.

Or. fr

Justification

1. Under sub-section 1.1.1: It needs to be specified which criteria of importance to the 
clinical evaluation are covered by the equivalence.
2. Under sub-section 1.1.3: This amendment enables Amendment 2 under Article 2 (above) to 
be applied. These new technologies, generally linked to virtual reality, may make a significant 
contribution. They have the advantage of being able to consider all possible scenarios and 
thus to predict what effects can be expected of a medical device.
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