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Council Directives 90/385/EEC and 93/42/EEC and Directive 98/8/EC of the European 
Parliament and the Council as regards the review of the medical device directives

Proposal for a directive (COM(2005)0681 – C6-0006/2006 – 2005/0263(COD) – amending 
act)

Text proposed by the Commission Amendments by Parliament

Amendment by Glenis Willmott

Amendment 16
RECITAL 2A (NEW)

 In the area of reprocessing the Commission 
is called on for further reflection and wider 
consultation in order to explore the possible 
development of an appropriate legislation 
with a high level of patient safety. The 
Commission is also called on to appear 
before the relevant committees of the 
European Parliament within two months of 
the date of adoption of this directive to 
report on its progress with this.

Or. en
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Amendment by Zuzana Roithová

Amendment 17
RECITAL 2B (NEW)

 The patient safety requires that eventual 
reprocessing will adhere following 
requirements for the manufacturers. The 
manufacturers should register the product 
to the new category of medical devices for 
limited repeated use and at the same time 
they will set safe procedure for 
reprocessing and maximal number of use.
It is up to MS to adopt the measures which 
enable external objective control of these 
procedures, and set obligation to keep the 
records on each medical use of these 
devices. 

Or. en

Justification

This could lead to the legalization of the reprocessing which is currently engaged all around 
the Europe without any possibility of the objective control which means higher risk for injury 
to the patients. 

Amendment by Zuzana Roithová

Amendment 18
RECITAL 6

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

deleted
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Justification

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

Amendment by Zuzana Roithová

Amendment 19
RECITAL 20

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

deleted

Or. en

Justification

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

Amendment by Zuzana Roithová

Amendment 20
ARTICLE 1, POINT 1 (A) (I)

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

'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:

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

Or. en
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Justification

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

Amendment by Glenis Willmott

Amendment 21
ARTICLE 1 (1) (a) (i)

(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 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

- correcting vision or the appearance 
of the eye by being placed on the eye

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;”

Or. en

Justification

The non-prescribed sale and distribution of contact lenses is now widespread throughout the 
EU and presents significant risks to the health and safety of the public. The absence of 
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consultation or supervision from professional eye care practitioners has led to an increase in 
the incorrect use of contact lenses, causing public health hazards to users. Regulating the 
distribution of contact lenses on the basis of a valid prescription at any point of sale or order 
would both protect health and safety and preserve choice for consumers. In line with Treaty 
article 152-1, it is important that a high level of human health protection shall be ensured in 
the definition and implementation of all Community policies and activities, including the 
Medical Devices Directive currently under review.

Amendment by Glenis Willmott

Amendment 22
ARTICLE 1 (1) A

 (1) Article 1 is amended as follows: (1) Article 1 is amended as follows:
(a) Paragraph 2 is amended as follows: (a) Paragraph 2 is amended as follows: 

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

(ii) (new) in point (a), the following closing 
sentence is added:
All contact lenses should be deemed to be 
medical devices under this directive.

Or. en

Justification

Plano cosmetic lenses are not currently regulated as medical devices in Europe, contrary to 
in other markets including the US, even though they have the same effects and potential 
health risks on the eye if improperly manufactured or used without the consultation and 
supervision of an eye care practitioner. In line with Treaty article 152-1, it is important that a 
high level of human health protection shall be ensured in the definition and implementation of 
all Community policies and activities.
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Amendment by Glenis Willmott

Amendment 23
ARTICLE 1 (2) 2 (new)

 New article 2 (2) is added:
Article 2 is replaced by the following:
“Placing on the market and putting into 
service
1. Member States shall take all necessary 
steps to ensure that devices may be placed 
on the market and/or put into service only 
if they comply with the requirements laid 
down in this Directive when duly supplied
and properly installed, maintained and 
used in accordance with their intended 
purpose.
2. Member States shall also take all 
necessary steps to ensure that sales of 
medical devices via the internet, by mail 
order and other alternative distribution 
channels do not put the health and safety of 
consumers at risk, and that they respect all 
provisions laid down in this Directive.”

Or. en

Justification

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

Amendment by Zuzana Roithová

Amendment 24
Article 2, POINT 1 (A) (I)

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

medical device’ means any instrument, medical device’ means any instrument, 
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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:

apparatus, appliance, material or other 
article, whether used alone or in 
combination, including the software 
necessary for its proper application intended 
by the manufacturer to be used for medical
purposes for human beings for the purpose 
of:

Or. en

Justification

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

Amendment by Glenis Willmott

Amendment 25
ARTICLE 2 (2) 

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

- custom-made devices being placed 
on the market and put into service if 
they meet the conditions laid down in 
Article 11 in combination with 
Annex VIII; Class IIa, IIb and III 
devices shall be accompanied by the 
statement referred to in Annex VIII, 
which shall be provided to the 
clearly identifiable patient on his or 
her request. The statement shall 
essentially remain with the last 
supplier and shall be accessible at 
all times. It shall clearly identify the 
manufacturer.

Or. en

Justification

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

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

Amendment by Glenis Willmott

Amendment 26
ARTICLE 2 (6)

 Article 2 (6) (new):
The following article 13 is inserted:
“Particular procedure for contact lenses

1. 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

2. Member States shall regulate the 
sale and distribution of all contact 
lenses  on the basis of a valid 
prescription at any point of sale in 
order to protect the health and 
safety of consumers in Europe while 
maintaining the freedom of choice 
about the authorised outlet or point 
of purchase”

Or. en

Justification

The non-prescribed sale and distribution of contact lenses is now widespread throughout the 
EU and presents significant risks to the health and safety of the public. The absence of 
consultation or supervision from professional eye care practitioners has led to an increase in 
the incorrect use of contact lenses, causing public health hazards to users. Regulating the 
distribution of contact lenses on the basis of a valid prescription at any point of sale or order 
would both protect health and safety and preserve choice for consumers. In line with Treaty 
article 152-1, it is important that a high level of human health protection shall be ensured in 
the definition and implementation of all Community policies and activities, including the 
Medical Devices Directive currently under review.
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Amendment by Charlotte Cederschiöld

Amendment 27
ARTICLE 2 (17) (2)

It shall be accompanied by the 
identification number of the notified body 
responsible for implementation of the 
procedures set out in Annexes II, IV V and 
VI.   

deleted

Or. en

Justification

This requirement causes significant costs when a company wants or needs to change notified 
body. With the European databank (re article 14a) authorities have already access to trace, 
which notified bodies have certified companies and products.     

Amendment by Zuzana Roithová

Amendment 28
ANNEX I POINT 1 A) 

Section 9, seventh indent, (Directive 90/385/EEC) 

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

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

Or. en

Justification

The program itself (as such) could not be a medical device
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Amendment by Charlotte Cederschiöld

Amendment 29
ANNEX II (1) b

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

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

Or. en

Justification

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

Amendment by Zuzana Roithová

Amendment 30
ANNEX II, POINT 1 E)

Annex I, 12.1 a) (Directive 93/42/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

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

Justification

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

Amendment by Glenis Willmott

Amendment 31
ANNEX II (1) e 

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

12.1a For devices which incorporate 
software, in terms of the software the 
principles of development lifecycle, risk 
management, validation and verification 
must be taken into account.

Or. en

Justification

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

Amendment by Charlotte Cederschiöld

Amendment 32
ANNEX II (1) g ii

(ii) point (b) is replaced by the following: (ii) point (b) is replaced by the following:

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

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

Or. en
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Justification

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

Amendment by Glenis Willmott

Amendment 33
ANNEX II (8) E

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

5. For custom-made devices, the 
manufacturer must undertake to review 
experience gained in the post-production 
phase and to implement appropriate means 
to apply any necessary corrective action. 
This undertaking must include an obligation 
for the manufacturer to notify the competent 
authorities of the following incidents, near 
incidents and the relevant corrective action
immediately on learning of them:

Or. en

Justification

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

Amendment by Zuzana Roithová

Amendment 34
ANNEX II, (9) (A)

Annex IX, (i), Section 1.4 (Directive 93/42/EEC)

Stand alone software is considered to be an 
active medical device

deleted
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Or. en

Justification

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