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SHORT JUSTIFICATION

In addition to dealing with horizontal issues also covered by the legislation on medical 
devices, this proposal for a regulation incorporates specific provisions on the introduction of a 
risk-based classification, the application across the board of conformity assessment by a 
notified body and the introduction of requirements governing clinical trials, all of which 
represent steps forward and which your rapporteur fully endorses. 

Given the many similarities between the two regulations, a substantial proportion of the 
amendments tabled are identical to those tabled to the proposal for a regulation on medical 
devices. However, the performance and safety of in vitro diagnostic medical devices cannot 
be assessed on the basis of the same criteria as those applicable to medical devices in general. 
Some amendments applicable to medical devices thus quite simply have no bearing on this 
proposal for a regulation. 

Your rapporteur has tabled a number of specific amendments on the following points:

‘In-house’ exemption

Directive 98/79/EC on in vitro diagnostic medical devices, which is currently in force, 
authorises healthcare establishments to develop their own in vitro diagnostic medical devices, 
for in-house use only, without being required to comply with the conformity rules in force, 
irrespective of the nature of the device concerned. The new proposal for a regulation restricts 
the scope of that exemption to devices in classes A, B and C. Class D tests (to detect HIV, for 
example) developed in-house will thus be covered by the provisions of the future regulation. 
Your rapporteur endorses that approach, given the sensitive nature of the devices concerned, 
and also supports the possibility of granting derogations from the conformity assessment 
procedures on public health grounds, as provided for in Article 45. She felt it was necessary, 
however, to clarify which types of healthcare establishment such derogations should cover. 

Inclusion of ‘predictive’ genetic tests

Your rapporteur supports the Commission’s proposal to include in the scope of the regulation 
‘predictive’ genetic tests which provide information on predisposition to a medical condition 
or disease. A definition of genetic tests should be incorporated into the regulation, however, 
and clarifications are required to ensure that all types of genetic tests are properly regulated.
Your rapporteur acknowledges that it is for the Member States themselves to decide how they 
wish to address the ethical issues raised by the use of some of these tests.

She takes the view, however, that there is scope for achieving a consensus on rules governing 
the availability of certain devices and self-diagnostic devices (consent, prescription), and she 
calls on the Member States to explore that scope.

AMENDMENTS

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

Amendment 1

Proposal for a regulation
Recital 8

Text proposed by the Commission Amendment

(8) It should be the responsibility of the 
Member States to decide on a case-by-case 
basis whether or not a product falls within 
the scope of this Regulation. If necessary, 
the Commission may decide, on a case-by-
case basis, whether or not a product falls 
within the definition of an in vitro
diagnostic medical device or of an 
accessory to an in vitro diagnostic medical 
device. 

(8) It should be the responsibility of the 
Member States to decide on a case-by-case 
basis whether or not a product falls within 
the scope of this Regulation. If necessary, 
the Commission may decide, when 
necessary, as for example when for a 
same product the decisions taken at 
national level vary between Member
States, on a case-by-case basis, whether or 
not a product falls within the definition of 
an in vitro diagnostic medical device or of 
an accessory to an in vitro diagnostic 
medical device. 

Justification

It has to be consistent with the provisions of Article 3.1

Amendment 2

Proposal for a regulation
Recital 25 a (new)

Text proposed by the Commission Amendment

(25a) To ensure that the risk of damage as 
well as the risk of the manufacturer’s 
insolvency are not shifted to patients 
harmed by in vitro diagnostic medical 
devices and that the payers are liable for 
the cost of treatment, manufacturers 
should take out liability insurance with 
appropriate minimum coverage.

Justification

Pursuant to Directive 85/374/EEC on product liability, there is yet no obligation to take out 
insurance coverage for damage events. This unfairly shifts the risk of damage, as well as the 
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risk of the manufacturer’s insolvency, to the patients harmed by defective devices and the 
payers liable for the cost of treatment. In accordance with the rules already in force in the 
area of medicinal products, the manufacturers of devices should also be obliged to take 
aliability insurance with appropriate minimum sums for the coverage.

Amendment 3

Proposal for a regulation
Recital 27

Text proposed by the Commission Amendment

(27) The traceability of in vitro diagnostic 
medical devices by means of a Unique 
Device Identification (UDI) system based 
on international guidance should 
significantly enhance the effectiveness of 
the post-market safety of in vitro 
diagnostic medical devices due to 
improved incident reporting, targeted field 
safety corrective actions and better 
monitoring by competent authorities. It 
should also help to reduce medical errors 
and to fight against counterfeit devices. 
Use of the UDI system should also 
improve purchase-policy and stock-
management by hospitals.

(27) The traceability of in vitro diagnostic 
medical devices by means of a Unique 
Device Identification (UDI) system based 
on international guidance should 
significantly enhance the effectiveness of 
the post-market safety of in vitro 
diagnostic medical devices due to 
improved incident reporting, targeted field 
safety corrective actions and better 
monitoring by competent authorities. It 
should also help to reduce medical errors 
and to fight against counterfeit devices. 
Use of the UDI system should also 
improve purchase policy and stock 
management by hospitals, and, where 
possible, the system should be compatible 
with the other authentication systems 
already in place in such environments.

Amendment 4

Proposal for a regulation
Recital 32

Text proposed by the Commission Amendment

(32) For high-risk in vitro diagnostic 
medical devices, manufacturers should 
summarise the main safety and 
performance aspects of the device and the 
outcome of the clinical evaluation in a 
document that should be publicly available.

(32) For diagnostic medical devices 
classified as class C and D, manufacturers 
should summarise the main safety and 
performance aspects of the device and the 
outcome of the clinical evaluation in a 
document that should be publicly available.
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Justification

To avoid any ambiguity with the wording of Article 24. 

Amendment 5

Proposal for a regulation
Article 2 – point 1 – indent 1

Text proposed by the Commission Amendment

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

- diagnosis, prevention, prediction, 
monitoring, treatment or alleviation of 
disease,

Justification

It should be clarified that tests which are intended to predict diseases are IVDs and fall within 
the scope of the IVD regulation. This should apply whether the tests are highly predictive (e.g. 
a genetic test for Huntington Disease), or only provide information about modest increases in 
disease risk (as is the case with genetic susceptibility testing for many common diseases).

Amendment 6

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 3

Text proposed by the Commission Amendment

(3) ‘accessory to an in vitro diagnostic 
medical device’ means an article which, 
whilst not being an in vitro diagnostic 
medical device, is intended by its 
manufacturer to be used together with one 
or several particular in vitro diagnostic 
medical device(s) to specifically enable or 
assist the in vitro diagnostic medical 
device(s) to be used in accordance with 
its/their intended purpose(s);

(3) 'accessory to an in vitro diagnostic 
medical device' means an article which, 
whilst not being an in vitro diagnostic 
medical device, is intended by its 
manufacturer to be used together with one 
or several particular in vitro diagnostic 
medical device(s) to specifically enable the 
in vitro diagnostic medical device(s) to be 
used in accordance with its/their intended 
purpose(s) or to specifically assist the 
medical functionality of the in vitro 
diagnostic medical device(s) in view of
its/their intended purpose(s);

Justification

General purpose consumer technology is increasingly used in healthcare settings. A generic 
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consumer product may assist a medical device in its functioning but not potentially affect the 
safety and performance of the medical device itself.

Amendment 7

Proposal for a regulation
Article 2 – point 3 a (new) 

Text proposed by the Commission Amendment

3a. 'genetic test' means a test that is 
carried out for health purposes, involving 
analysis of biological samples of human 
origin and aiming specifically to identify 
the genetic characteristics of a person 
which are inherited or acquired during 
early prenatal development;

Justification

As this regulation contains rules on in vitro diagnostic devices for the purpose of genetic 
testing, the term 'genetic testing' should be defined. 

Amendment 8

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 6

Text proposed by the Commission Amendment

(6) ‘companion diagnostic’ means a device 
specifically intended to select patients with 
a previously diagnosed condition or 
predisposition as eligible for a targeted 
therapy;

(6) ‘companion diagnostic’ means a device 
specifically intended to and essential in 
selecting patients with a previously 
diagnosed condition or predisposition as 
suitable or not suitable for a targeted 
therapy with a medicinal product or a 
range of medicinal products;

Amendment 9

Proposal for a regulation
Article 2 – point 8 b (new) 
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Text proposed by the Commission Amendment

(8b) 'multiple-use device' means a 
device which is reusable and which shall 
be accompanied with the information on 
the appropriate processes to allow reuse, 
including cleaning, disinfection, 
packaging and, where appropriate, the 
method of sterilization of the device to be
re-sterilized, and any restrictions on the 
number of reuses;

Justification

For more clarity and contrary to device "intended for single-use", devices which have been 
demonstrated as reusable should be defined as "multiple-use" devices. 

Amendment 10

Proposal for a regulation
Article 2 – point 15 a (new)

Text proposed by the Commission Amendment

(15a)'Information Society service' means 
any service, normally provided for 
remuneration, at a distance, by electronic 
means and at the individual request of a 
recipient of services.

Justification

Language concerning DTC internet sales could be made much clearer by, at a minimum, 
reproducing the established EU definition of “information society services” from Directive 
98/48/EC, rather than simply referring to it.

Amendment 11

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 21

Text proposed by the Commission Amendment

(21) ‘health institution’ means an 
organisation whose primary purpose is the 

(21) ‘health institution’ means an 
organisation whose primary purpose is the 
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care or treatment of patients or the 
promotion of public health;

care or treatment of patients or the 
promotion of public health, with the 
exclusion of laboratories providing 
commercial clinical services;

Amendment 12

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 28

Text proposed by the Commission Amendment

(28) ‘clinical evidence’ means the 
information that supports the scientific 
validity and performance for the use of a 
device as intended by the manufacturer;

(28) 'clinical evidence' means the data, 
positive and negative, supporting the 
evaluation of the scientific validity and 
performance for the use of a device as 
intended by the manufacturer;

Amendment 13

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 30

Text proposed by the Commission Amendment

(30) ‘performance of a device’ means the 
ability of a device to achieve its intended 
purpose as claimed by the manufacturer. It 
consists of the analytical and, where 
applicable, the clinical performance 
supporting the intended purpose of the 
device;

(30) 'performance of a device' means the 
ability of a device to achieve its intended
purpose as claimed by the manufacturer. It 
consists of attainment of technical 
capabilities, analytical performance and, 
where applicable, the clinical performance 
supporting the intended purpose of the 
device;

Amendment 14

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 35

Text proposed by the Commission Amendment

(35) ‘performance evaluation’ means the (35) 'performance evaluation' means the 
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assessment and analysis of data to establish 
or verify the analytical and, where 
applicable, the clinical performance of a 
device;

assessment and analysis of data to establish 
or verify that the device performs as 
intended by the manufacturer, including 
the technical, analytical and, where 
applicable, the clinical performance of a 
device;

Amendment 15

Proposal for a regulation
Article 2 – paragraph 1 – subparagraph 1 – point 45

Text proposed by the Commission Amendment

(45) ‘sponsor’ means any individual, 
company, institution or organisation which 
takes responsibility for the initiation and 
management of a clinical performance 
study;

(45) ‘sponsor’ means any individual, 
company, institution or organisation which 
takes responsibility for the initiation, 
management or financing of a clinical 
performance study;

Amendment 16

Proposal for a regulation
Article 3 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission may at the request of a 
Member State or on its own initiative by 
means of implementing acts, determine 
whether or not a specific product, or 
category or group of products, falls within 
the definitions of an in vitro diagnostic 
medical device or 'accessory to an in vitro
diagnostic medical device. Those 
implementing acts shall be adopted in 
accordance with the examination procedure 
referred to in Article 84(3).

1. The Commission may on its own 
initiative or shall at the request of a
Member State, by means of implementing 
acts, determine whether or not a specific 
product, or category or group of products, 
falls within the definitions of an in vitro
diagnostic medical device or accessory to a 
an in vitro diagnostic medical device. 
Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 84(3).

Amendment 17

Proposal for a regulation
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Article 4 – paragraph 5 – subparagraph 1

Text proposed by the Commission Amendment

5. With the exception of Article 59(4), the 
requirements of this Regulation shall not 
apply to devices classified as class A, B 
and C, in accordance with the rules set out 
in Annex VII, and manufactured and used 
only within a single health institution, 
provided manufacture and use occur solely 
under the health institution's single quality 
management system, and the health 
institution is compliant with standard EN 
ISO 15189 or any other equivalent 
recognised standard. Member States may 
require that the health institutions submit to 
the competent authority a list of such 
devices which have been manufactured and 
used on their territory and may make the 
manufacture and use of the devices 
concerned subject to further safety 
requirements.

5. With the exception of Article 59(4), the 
requirements of this Regulation shall not 
apply to devices classified as class A, B 
and C, in accordance with the rules set out 
in Annex VII, and manufactured and used 
only within a single health institution, 
provided manufacture and use occur solely 
under the health institution's single quality 
management system, and the health 
institution is accredited with standard EN 
ISO 15189 or an equivalent recognised 
standard. However, the requirements of 
this Regulation shall continue to apply to 
clinical or commercial pathology 
laboratories which do not have health 
care (i.e. care and treatment of patients) 
or the promotion of public health as their 
primary purpose. Member States may 
require that the health institutions submit to 
the competent authority a list of such 
devices which have been manufactured and 
used on their territory and may make the 
manufacture and use of the devices 
concerned subject to further safety 
requirements.

Justification

It should be clear that the exemption only covers institutions that are part of the public 
healthcare system.

Amendment 18

Proposal for a regulation
Article 4 – paragraph 5 – subparagraph 2

Text proposed by the Commission Amendment

Devices classified as class D in 
accordance with the rules set out in 
Annex VII, even if manufactured and used 

By way of derogation from the first 
subparagraph, devices classified as class 
D may be manufactured and used within a 
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within a single health institution, shall 
comply with the requirements of this 
Regulation. However, the provisions 
regarding CE marking set out in Article 
16 and the obligations referred to in 
Articles 21 to 25 shall not apply to those 
devices.

single health institution without fulfilling 
the full requirements of this Regulation, 
provided that they comply with the 
conditions defined in the first 
subparagraph, essential requirements in 
Annex I, applicable harmonized standards 
referred to in Article 6 and applicable 
common technical specifications referred 
to in Article 7. This derogation is 
applicable only if, and for as long as such 
devices are not available on the market as 
CE marked.

Amendment 19

Proposal for a regulation
Article 7 – paragraph 1

Text proposed by the Commission Amendment

1. Where no harmonised standards exist 
or where relevant harmonised standards 
are not sufficient, the Commission shall be 
empowered to adopt common technical 
specifications (CTS) in respect of the 
general safety and performance 
requirements set out in Annex I, the 
technical documentation set out in Annex 
II or the clinical evidence and post-market 
clinical follow-up set out in Annex XII. 
The CTS shall be adopted by means of 
implementing acts in accordance with the 
examination procedure referred to in 
Article 84(3).

1. The Commission shall be empowered to 
adopt common technical specifications 
(CTS) in respect of the general safety and 
performance requirements set out in Annex 
I, the technical documentation set out in 
Annex II or the clinical evidence and post-
market clinical follow-up set out in Annex 
XII. The CTS shall be adopted by means of 
implementing acts in accordance with the 
examination procedure referred to in 
Article 84(3).

Justification

This is to ensure consistency with the recent Regulation on European standardisation and in 
particular to guarantee the best use of the full range of relevant technical specifications. See 
also amendment introducing in that regard a new subparagraph 1 a (new).

Amendment 20

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 1 a (new) 
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Text proposed by the Commission Amendment

When adopting CTS referred to in 
paragraph 1, the Commission shall not 
undermine the coherence of the European 
standardisation system. CTS are coherent 
if they do not conflict with European 
standards, that is to say they cover areas 
where no harmonised standards exist, the 
adoption of new European standards is 
not foreseen within a reasonable period, 
where existing standards have not gained 
market uptake or where those standards 
have become obsolete or have been 
demonstrated as clearly insufficient 
according to vigilance or surveillance 
data and, where the transposition of the 
technical specifications into European 
standardisation deliverables is not 
foreseen within a reasonable period.

Justification

This is to ensure consistency with the recent Regulation on European standardisation and in 
particular to guarantee the best use of the full range of relevant technical specifications.

Amendment 21

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 1 b (new) 

Text proposed by the Commission Amendment

Commission shall adopt CTS referred to 
in paragraph 1 after consulting the 
MDCG, which shall also include a 
representative of the European 
standardisation organisation.

Amendment 22

Proposal for a regulation
Article 8 – paragraph 6 – subparagraph 1
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Text proposed by the Commission Amendment

 Proportionate to the risk class and the type 
of device, manufacturers of devices shall 
institute and keep up to date a systematic 
procedure to collect and review experience 
gained from their devices placed on the 
market or put into service, and to apply any 
necessary corrective action, hereinafter 
referred to as ‘post-market surveillance 
plan’. The post-market surveillance plan 
shall set out the process for collecting, 
recording and investigating complaints and 
reports from healthcare professionals, 
patients or users on suspected incidents 
related to a device, keeping a register of 
non-conforming products and product 
recalls or withdrawals, and if deemed 
appropriate due to the nature of the device, 
sample testing of marketed devices. Part of 
the post-market surveillance plan shall be a 
plan for post-market follow-up in 
accordance with Part B of Annex XII. 
Where post-market follow-up is not 
deemed necessary, this shall be duly 
justified and documented in the post-
market surveillance plan.

Proportionate to the risk class and the type 
of device, manufacturers of devices shall 
institute and keep up to date a systematic 
procedure to collect and review experience 
gained from their devices placed on the 
market or put into service, and to apply any 
necessary corrective action, hereinafter 
referred to as 'post-market surveillance 
plan'. The post-market surveillance plan 
shall set out the process for collecting, 
recording, communicating to the 
electronic system on vigilance referred in 
Article 60 and investigating complaints and 
reports from healthcare professionals, 
patients or users on suspected incidents 
related to a device, keeping a register of 
non-conforming products and product 
recalls or withdrawals, and if deemed 
appropriate due to the nature of the device, 
sample testing of marketed devices. Part of 
the post-market surveillance plan shall be a 
plan for post-market follow-up in 
accordance with Part B of Annex XII. 
Where post-market follow-up is not 
deemed necessary, this shall be duly 
justified and documented in the post-
market surveillance plan and subject to 
approval by the competent authority.

Amendment 23

Proposal for a regulation
Article 8 – paragraph 7 – subparagraph 1

Text proposed by the Commission Amendment

Manufacturers shall ensure that the device 
is accompanied by the information to be 
supplied in accordance with Section 17 of 
Annex I in an official Union language 
which can be easily understood by the 
intended user. The language(s) of the 
information to be supplied by the 
manufacturer may be determined by the 

Manufacturers shall ensure that the device 
is accompanied by the instructions and 
safety information to be supplied in 
accordance with Section 17 of Annex I in a 
language which can be easily understood 
by the intended user as determined by the 
Member State concerned.
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law of the Member State where the device 
is made available to the user.

Justification

Patients and users have to be provided with information in their own language.

Amendment 24

Proposal for a regulation
Article 8 – paragraph 7 – subparagraph 2

Text proposed by the Commission Amendment

 For devices for self-testing or near-patient-
testing, the information supplied in 
accordance with Section 17 of Annex I 
shall be provided in the language(s) of the 
Member State where the device reaches its 
intended user.

For devices for self-testing or near-patient-
testing, the information supplied in 
accordance with Section 17 of Annex I 
shall be easily understandable and
provided in the language(s) of the Member 
State where the device reaches its intended 
user.

Amendment 25

Proposal for a regulation
Article 8 – paragraph 8

Text proposed by the Commission Amendment

8. Manufacturers who consider or have 
reason to believe that a device which they 
have placed on the market is not in 
conformity with this Regulation shall 
immediately take the necessary corrective 
action to bring that product into 
conformity, withdraw it or recall it, as 
appropriate. They shall inform the 
distributors and, where applicable, the 
authorised representative accordingly.

8. Manufacturers who consider or have 
reason to believe that a device which they 
have placed on the market is not in 
conformity with this Regulation shall 
immediately take the necessary corrective 
action to bring that product into 
conformity, withdraw it or recall it, as 
appropriate. They shall inform the 
responsible national competent authority, 
the distributors and, where applicable, the 
authorised representative accordingly.

Amendment 26

Proposal for a regulation
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Article 8 – paragraph 9

Text proposed by the Commission Amendment

9. Manufacturers shall, in response to a 
reasoned request from a competent 
authority, provide it with all the 
information and documentation necessary 
to demonstrate the conformity of the 
device, in an official Union language 
which can be easily understood by that 
authority. They shall cooperate with that 
authority, at its request, on any corrective 
action taken to eliminate the risks posed by 
devices which they have placed on the 
market or put into service. 

9. Manufacturers shall, in response to a 
reasoned request from a competent 
authority, provide it with all the 
information and documentation necessary
to demonstrate the conformity of the 
device, in an official Union language 
which can be easily understood by that 
authority. They shall cooperate with that 
authority, at its request, on any corrective 
action taken to eliminate the risks posed by 
devices which they have placed on the 
market or put into service. If a competent 
authority considers or has reason to 
believe that a device has caused damages, 
it shall ensure that the potentially harmed 
user, the user's successor in title, the 
user's health insurance company or other 
third parties affected by the damage 
caused to the user may also request the 
information referred to in the first 
subparagraph from the manufacturer. 

Justification

In the past, harmed users as well as the compulsory health insurances paying the cost of the 
treatment have frequently refrained from suing for damages because it was not clear whether 
the device was defective and caused the damage. The reinforced right to information 
eliminates the risk of lack of relevant information.

Amendment 27

Proposal for a regulation
Article 8 – paragraph 10 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

Manufacturers shall have an appropriate 
liability insurance covering any damage 
that may be caused by their devices to 
patients or users in the event of the death 
of or injury to the user or in the event of 
the death of or injury to multiple users 
due to the use of the same device. 



AD\940337EN.doc 17/48 PE508.086v02-00

EN

Justification

Pursuant to Directive 85/374/EEC on product liability, there is yet no obligation to take 
insurance coverage for damage events. This unfairly shifts the risk of damage, as well as the 
risk of the manufacturer’s insolvency to the patients harmed by defective devices and the 
payers liable for the cost of treatment. In accordance with the rules already in force in the 
area of medicinal products, the manufacturers of devices should also be obliged to take out 
liability insurance with appropriate minimum sums for the coverage.

Amendment 28

Proposal for a regulation
Article 11 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) that an authorised representative in 
accordance with Article 9 has been 
designated by the manufacturer;

(b) that a manufacturer is identified and, 
that an authorised representative in 
accordance with Article 9 has been 
designated by the manufacturer;

Justification

It is important to ensure that the importer has identified the manufacturer.

Amendment 29

Proposal for a regulation
Article 11 – paragraph 2 – point fa (new)

Text proposed by the Commission Amendment

(fa) that the manufacturer has taken out 
appropriate liability insurance coverage 
pursuant to the first subparagraph of 
Article 8(10) unless the importer himself 
can ensure sufficient coverage 
corresponding to the same requirements. 

Justification

The importer should make sure that manufacturer fulfils its obligations regarding insurance. 

Amendment 30

Proposal for a regulation
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Article 11 – paragraph 7

Text proposed by the Commission Amendment

7. Importers who consider or have reason 
to believe that a device which they have 
placed on the market is not in conformity 
with this Regulation shall immediately 
inform the manufacturer and his authorised 
representative and, if appropriate, take the 
necessary corrective action to bring that 
device into conformity, withdraw or recall 
it. Where the device presents a risk, they 
shall also immediately inform the 
competent authorities of the Member States 
in which they made the device available 
and, if applicable, the notified body that 
issued a certificate in accordance with 
Article 43 for the device in question, 
giving details, in particular, of the non-
compliance and of any corrective action 
taken.

7. Importers who consider or have reason 
to believe that a device which they have 
placed on the market is not in conformity 
with this Regulation shall immediately 
inform the manufacturer, and where 
applicable his authorised representative 
and, if appropriate, ensure that the 
necessary corrective action to bring that 
device in conformity, withdraw or recall it, 
is taken and, implement that action.
Where the device presents a risk, they shall 
also immediately inform the competent 
authorities of the Member States in which 
they made the device available and, if 
applicable, the notified body that issued a 
certificate in accordance with Article 43 
for the device in question, giving details, in 
particular, of the non-compliance and of 
any corrective action they have 
implemented.

Justification

To avoid any dilution of information and responsibility, the manufacturer or where 
appropriate its authorised representative shall be the only one responsible for taking 
corrective actions on the product. Importers should not take any corrective actions by 
themselves but only implement those actions in accordance with the manufacturers' decisions. 

Amendment 31

Proposal for a regulation
Article 19 – paragraph 1

Text proposed by the Commission Amendment

1. Any natural or legal person who makes 
available on the market an article intended 
specifically to replace an identical or 
similar integral part or component of a
device that is defective or worn in order to 
maintain or re-establish the function of the 
device without significantly changing its 
performance or safety characteristics, shall 

1. Any natural or legal person who makes 
available on the market an article intended 
specifically to replace an identical or 
similar integral part or component of a 
device that is defective or worn in order to 
maintain or re-establish the function of the 
device without changing its performance or 
safety characteristics, shall ensure that the 
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ensure that the article does not adversely 
affect the safety and performance of the 
device. Substantiating evidence shall be 
kept available to the competent authorities 
of the Member States. 

article does not adversely affect the safety 
and performance of the device. 
Substantiating evidence shall be kept 
available to the competent authorities of 
the Member States. 

Justification

The term 'significant' may lead to differing interpretations of the facts and because of its 
indeterminacy to incoherent implementation of the requirements. Changes to or in the 
performance and security features should under all circumstances lead to a classification of 
the article as a new medical device.

Amendment 32

Proposal for a regulation
Article 19 – paragraph 2

Text proposed by the Commission Amendment

2. An article that is intended specifically to 
replace a part or component of a device 
and that significantly changes the 
performance or safety characteristics of the 
device shall be considered a device.

2. An article that is intended specifically to 
replace a part or component of a device 
and that changes the performance or safety 
characteristics of the device shall be 
considered as a device and shall meet the 
requirements laid down in this 
Regulation.

Justification

The term ‘significant' can lead to differing interpretations of the facts and, because of its 
indeterminacy to incoherent implementation of the requirements. Changes to or in the 
performance and security features should under all circumstances lead to a classification of 
the article as a new medical device.

Amendment 33

Proposal for a regulation
Article 22 – paragraph 8 – point b

Text proposed by the Commission Amendment

(b) the legitimate interest in protecting 
commercially sensitive information;

(b) the legitimate interest in protecting 
commercially sensitive information, to the 
extent that it does not undermine public 
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health protection;

Amendment 34

Proposal for a regulation
Article 22 – paragraph 8 – point e a (new)

Text proposed by the Commission Amendment

(ea) compatibility with medical device 
identification systems already on the 
market.

Justification

So that the process runs smoothly, it is important that traceability systems be technically 
compatible.

Amendment 35

Proposal for a regulation
Article 22 – paragraph 8 – point e b (new)

Text proposed by the Commission Amendment

(eb) compatibility with the other 
traceability systems used by medical 
device stakeholders.

Amendment 36

Proposal for a regulation
Article 24 – paragraph 1

Text proposed by the Commission Amendment

1. In the case of devices classified as class 
C and D, other than devices for 
performance evaluation, the manufacturer 
shall draw up a summary of safety and 
performance. It shall be written in a way 
that is clear to the intended user. The draft 
of this summary shall be part of the 

1. In the case of devices classified as class 
C and D, other than devices for 
performance evaluation, the manufacturer 
shall draw up a summary of safety and 
performance. It shall be made publicly 
available, written in a way that is clear to 
the intended user and in the language of 
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documentation to be submitted to the 
notified body involved in the conformity 
assessment in accordance with Article 40 
and shall be validated by that body.

the country where the device is made 
available on the market. This summary 
shall be accompanied by the dataset 
collected during the clinical investigation 
and the post-market clinical follow-up. 
The draft of this summary shall be part of 
the documentation to be submitted to the 
notified body involved in the conformity 
assessment in accordance with Article 40 
and shall be validated by that body.

Justification

This document should be publicly available and written in a language easily understandable 
by users, healthcare professionals and patients. 

Amendment 37

Proposal for a regulation
Article 26 – paragraph 7

Text proposed by the Commission Amendment

7. Member States shall provide the 
Commission and the other Member States 
with information on their procedures for 
the assessment, designation and 
notification of conformity assessment 
bodies and for the monitoring of notified 
bodies, and of any changes thereto.

7. Member States shall provide the 
Commission and the other Member States 
with information on their procedures for 
the assessment, designation and 
notification of conformity assessment 
bodies and for the monitoring of notified 
bodies, and of any changes thereto. Based 
on this exchange of information and on 
best practices established across Member 
States, the Commission shall define, 
within two years of the entry into force of 
this Regulation, guidelines for the 
procedures for the assessment, 
designation and notification of conformity 
assessment bodies and for the monitoring 
of notified bodies to be carried out by 
national authorities concerned.

Amendment 38

Proposal for a regulation
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Article 27 – paragraph 1

Text proposed by the Commission Amendment

1. Notified bodies shall satisfy the 
organisational and general requirements 
and the quality management, resource and 
process requirements that are necessary to 
fulfil their tasks for which they are 
designated in accordance with this 
Regulation. Minimum requirements to be 
met by notified bodies are set out in Annex 
VI. 

1. Notified bodies shall satisfy the 
organisational and general requirements 
and the quality management, resource and 
process requirements that are necessary to 
fulfil their tasks for which they are 
designated in accordance with this 
Regulation. Requirements to be met by 
notified bodies are set out in Annex VI. 

Justification

In order to establish equal requirements for notified bodies in all Member States and to 
ensure fair and uniform conditions, the term ‘minimum’ should be deleted.

Amendment 39

Proposal for a regulation
Article 27 – paragraph 2

Text proposed by the Commission Amendment

2. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 85 amending or supplementing the 
minimum requirements in Annex VI, in the 
light of technical progress and considering 
the minimum requirements needed for the 
assessment of specific devices, or 
categories or groups of devices

2. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 85 amending or supplementing the 
requirements in Annex VI, in the light of 
technical progress and considering the 
requirements needed for the assessment of 
specific devices, or categories or groups of 
devices

Justification

In order to establish equal requirements for notified bodies in all Member States and to 
ensure fair and uniform conditions, the term ‘minimum’ should be deleted.

Amendment 40

Proposal for a regulation
Article 28 – paragraph 1 a (new)
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Text proposed by the Commission Amendment

1a. Subcontracting shall be limited to only 
specific tasks connected with the 
conformity assessment and the need to 
subcontract such tasks shall be duly 
justified to the national authority.

Amendment 41

Proposal for a regulation
Article 29 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Any subsidiaries of the applicant 
conformity assessment body which are 
involved in the conformity assessment 
process, in particular those located in 
third countries, shall be subject to the 
application for notification mechanism 
and its assessment as described in Article 
30.

Amendment 42

Proposal for a regulation
Article 31 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

The notification shall clearly specify the 
scope of the designation indicating the 
conformity assessment activities, the 
conformity assessment procedures and the 
type of devices which the notified body is 
authorised to assess. 

The notification shall clearly specify the 
scope of the designation indicating the 
conformity assessment activities, the 
conformity assessment procedures, the 
risk-class and the type of devices which 
the notified body is authorised to assess. 

Justification

Notification should if necessary specify which class of devices the notified bodies is allowed 
to assess. Some high risk devices should only be assessed by notified bodies fulfilling specific 
requirements laid down by EC through implementing acts.
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Amendment 43

Proposal for a regulation
Article 31 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

The Commission may, by means of 
implementing acts, set up a list of codes 
and the corresponding types of devices to 
define the scope of the designation of 
notified bodies which the Member States 
shall indicate in their notification. Those 
implementing acts shall be adopted in 
accordance with the advisory procedure 
referred to in Article 84(2).

The Commission may, by means of 
implementing acts, set up a list of codes 
and the corresponding risk-classes and 
types of devices to define the scope of the 
designation of notified bodies which the 
Member States shall indicate in their 
notification. Those implementing acts shall 
be adopted in accordance with the advisory 
procedure referred to in Article 84(2).

Amendment 44

Proposal for a regulation
Article 35 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall investigate all 
cases where concerns have been brought to 
its attention regarding the continued 
fulfilment by a notified body of the 
requirements set out in Annex VI or the 
obligations to which it is subject. It may 
also commence such investigations on its 
own initiative.

1. The Commission shall investigate all 
cases where concerns have been brought to 
its attention regarding the continued
fulfilment by a notified body of the 
requirements set out in Annex VI or the 
obligations to which it is subject. It may 
also commence such investigations on its 
own initiative, including the unannounced 
inspection of the notified body by a joint 
assessment team whose composition meets 
the conditions set out in Article 30(3).

Amendment 45

Proposal for a regulation
Article 39 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

At least 14 days prior to any decision, the 
competent authority shall notify the 
MDCG and the Commission of its 

At least 14 days prior to any decision, the 
competent authority shall notify the 
MDCG and the Commission of its 
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envisaged decision. envisaged decision. That decision shall be 
made publically available in the European 
databank.

Justification

In order to facilitate harmonized practices throughout Europe, this decision should be 
accessible.

Amendment 46

Proposal for a regulation
Article 39 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

The Commission may, at the request of a
Member State, on its own initiative, by 
means of implementing acts, decide on the 
application of the classification criteria set 
out in Annex VII to a given device, or 
category or group of devices, with a view 
to determining their classification. 

The Commission may on its own initiative 
or shall at the request of a Member State,  
by means of implementing acts, decide on 
the application of the classification criteria 
set out in Annex VII to a given device, or 
category or group of devices, with a view 
to determining their classification. Such a 
decision shall in particular be taken in 
order to resolve divergent decisions as 
regards the classification of devices 
between Member States.

Justification

The current version of Article 39 does not contain a clear procedure for cases of a different 
assessment of devices by different competent authorities. In such cases the commission shall 
finally decide about the application of a specific rule related to a given device in order to 
ensure a uniform European wide implementation.

Amendment 47

Proposal for a regulation
Article 40 – paragraph 9 – subparagraph 1 – introductory part

Text proposed by the Commission Amendment

The Commission may, by means of 
implementing acts, specify the modalities 
and the procedural aspects with a view to 
ensuring harmonised application of the 

The Commission shall, by means of 
implementing acts, specify the modalities 
and the procedural aspects with a view to 
ensuring harmonised application of the 
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conformity assessment procedures by the 
notified bodies, for any of the following 
aspects:

conformity assessment procedures by the 
notified bodies, for any of the following 
aspects:

Amendment 48

Proposal for a regulation
Article 40 – paragraph 9 – indent 2

Text proposed by the Commission Amendment

- the minimum frequency of 
unannounced factory inspections and 
sample checks to be conducted by notified 
bodies in accordance with Section 4.4 of 
Annex VIII, taking into account the risk-
class and the type of device;

deleted

Justification

The number of unannounced inspections in section 4.4, Annex VIII has to be clearly defined 
in order to strengthen the necessary controls and to guarantee unannounced inspections at 
the same level and frequency in all Member States. Therefore, unannounced inspections 
should be performed at least once in a certification cycle and for each manufacturer and 
generic device group. Because of the vital importance of this instrument, the scope and 
procedures of the unannounced inspections should be stated in the Regulation itself instead of 
in down streamed rules such as an implementing act.

Amendment 49

Proposal for a regulation
Article 41 – paragraph 1

Text proposed by the Commission Amendment

1. Where the conformity assessment 
procedure requires the involvement of a 
notified body, the manufacturer may apply 
to a notified body of his choice, provided 
that the body is notified for the conformity 
assessment activities, the conformity 
assessment procedures and the devices 
concerned. An application may not be 
lodged in parallel with more than one 
notified body for the same conformity 
assessment activity

1. Where the conformity assessment 
procedure requires the involvement of a 
notified body, the manufacturer may apply 
to a notified body of his choice, provided 
that the body is notified for the conformity 
assessment activities, the conformity 
assessment procedures and the devices 
concerned. An application shall not be 
lodged in parallel with more than one 
notified body for the same conformity 
assessment activity
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Justification

To avoid any divergent interpretation, this provision should be made clear.

Amendment 50

Proposal for a regulation
Article 47 – paragraph 4

Text proposed by the Commission Amendment

4. Where demonstration of conformity with 
the general safety and performance 
requirements based on clinical 
performance data or parts thereof is not 
deemed appropriate, adequate justification 
for any such exception shall be given based 
on the results of the manufacturer's risk 
management and on consideration of the 
characteristics of the device and, in 
particular, its intended purpose(s), the 
intended performance and the claims of the 
manufacturer. The adequacy of 
demonstration of conformity with the 
general safety and performance 
requirements based on the results of 
analytical performance evaluation alone 
shall be duly substantiated in the technical 
documentation referred to in Annex II.

4. Where demonstration of conformity with 
the general safety and performance 
requirements based on clinical 
performance data or parts thereof is not 
deemed appropriate, adequate justification 
for any such exception shall be given based 
on the results of the manufacturer's risk 
management and on consideration of the 
characteristics of the device and, in 
particular, its intended purpose(s), the 
intended performance and the claims of the 
manufacturer. The adequacy of 
demonstration of conformity with the 
general safety and performance 
requirements based on the results of 
analytical performance evaluation alone 
shall be duly substantiated in the technical 
documentation referred to in Annex II.

Exemption from demonstration of 
conformity with general safety and 
performance requirements based on 
clinical data under the first subparagraph 
shall be subject to prior approval by the 
competent authority.

Amendment 51

Proposal for a regulation
Article 47 – paragraph 5

Text proposed by the Commission Amendment

5. The scientific validity data, the 
analytical performance data and, where 

5. The scientific validity data, the 
analytical performance data and, where 
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applicable, the clinical performance data 
shall be summarised as part of a clinical 
evidence report referred to in Section 3 of 
Part A of Annex XII. The clinical evidence 
report shall be included or fully referenced
in the technical documentation referred to 
in Annex II relating to the device 
concerned.

applicable, the clinical performance data 
shall be summarised as part of a clinical 
evidence report referred to in Section 3 of 
Part A of Annex XII. The clinical evidence 
report shall be included in the technical 
documentation referred to in Annex II 
relating to the device concerned.

Amendment 52

Proposal for a regulation
Article 48 – paragraph 4

Text proposed by the Commission Amendment

4. All clinical performance studies shall be 
designed and conducted in a way that the 
rights, safety and well-being of the subjects 
participating in such clinical performance 
studies are protected and that the clinical 
data generated in the clinical performance 
study are going to be reliable and robust.

4. All clinical performance studies shall be 
designed and conducted in a way that the 
rights, safety and well-being of the subjects 
participating in such clinical performance 
studies are protected and that the clinical 
data generated in the clinical performance 
study are going to be reliable and robust. 
Realisation of the interventional clinical 
performance studies shall be subject to an 
examination by the concerned Ethics 
Committee.

Amendment 53

Proposal for a regulation
Article 49 – paragraph 6 – subparagraph 2

Text proposed by the Commission Amendment

 Member States shall ensure that the 
assessment is done jointly by a reasonable 
number of persons who collectively have 
the necessary qualifications and 
experience. In the assessment, the view of 
at least one person whose primary area of 
interest is non-scientific shall be taken into 
account. The view of at least one patient 

Member States shall ensure that the 
assessment is done jointly by a reasonable 
number of persons who collectively have 
the necessary qualifications and 
experience. In the assessment, the view of 
at least one person whose primary area of 
interest is non-scientific shall be taken into 
account. The view of at least one patient 
shall be taken into account. Realisation of 
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shall be taken into account. the interventional clinical performance 
studies shall be subject to an examination 
by the concerned Ethics Committee.

Amendment 54

Proposal for a regulation
Article 51 – paragraph 2

Text proposed by the Commission Amendment

2. When setting up the electronic system 
referred in paragraph 1, the Commission 
shall ensure that it is interoperable with the 
EU database for clinical trials on medicinal 
products for human use set up in 
accordance with Article […] of Regulation 
(EU) No [Ref. of future Regulation on 
clinical trials]. With the exception of the 
information referred to in Article 50, the 
information collated and processed in the 
electronic system shall be accessible only 
to the Member States and to the 
Commission.

2. When setting up the electronic system 
referred in paragraph 1, the Commission 
shall ensure that it is interoperable with the 
EU database for clinical trials on medicinal 
products for human use set up in 
accordance with Article [...] of Regulation 
(EU) No [Ref. of future Regulation on 
clinical trials]. With the exception of the 
information referred to in Article 50 and in 
point (d) of Article 51 which shall be 
publicly accessible, the information 
collated and processed in the electronic 
system shall be accessible only to the 
Member States and to the Commission. 
The clinical data generated during the 
studies referred to in Annex XII point 
(2.3.3) shall be made accessible, upon 
request and within 20 days, to healthcare 
professionals and to independent medical 
societies. A non-disclosure agreement 
covering the clinical data may be 
requested.

Justification

For transparency and public health reasons. There is no reason to prevent access by 
independent academics to data on clinical performance and adverse events.

Amendment 55

Proposal for a regulation
Article 51 – paragraph 3
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Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 85 determining which other 
information regarding clinical 
performance studies collated and 
processed in the electronic system shall be 
publicly accessible to allow 
interoperability with the EU database for 
clinical trials on medicinal products for 
human use set up by Regulation (EU) No 
[Ref. of future Regulation on clinical 
trials]. Article 50(3) and (4) shall apply.

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 85 for determining the technical 
requirements and parameters to allow 
interoperability with the EU database for 
clinical trials on medicinal products for 
human use set up by Regulation (EU) No 
[Ref. of future Regulation on clinical 
trials].

Amendment 56

Proposal for a regulation
Article 53 – paragraph 1

Text proposed by the Commission Amendment

1. If the sponsor introduces modifications 
to a clinical performance study that are 
likely to have a substantial impact on the 
safety or rights of the subjects or on the 
robustness or reliability of the clinical data 
generated by the study, he shall notify the 
Member State(s) concerned of the reasons 
for and the content of those modifications. 
The notification shall be accompanied by 
an updated version of the relevant 
documentation referred to in Annex XIII.

1. If the sponsor introduces modifications 
to a clinical performance study that are 
likely to have a substantial impact on the 
safety or rights of the subjects or on the 
robustness or reliability of the clinical data 
generated by the study, he shall notify the 
Member State(s) and the Ethics 
Committee concerned of the reasons for 
and the content of those modifications. The 
notification shall be accompanied by an 
updated version of the relevant 
documentation referred to in Annex XIII.

Amendment 57

Proposal for a regulation
Article 53 – paragraph 2

Text proposed by the Commission Amendment

2. The sponsor may implement the 2. The sponsor may implement the 
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modifications referred to in paragraph 1 at 
the earliest 30 days after notification, 
unless the Member State concerned has 
notified the sponsor of its refusal based on 
considerations of public health, patient 
safety or public policy.

modifications referred to in paragraph 1 at 
the earliest 30 days after notification, 
unless the Member State concerned has 
notified the sponsor of its duly justified 
refusal.

Justification

Restricting the grounds for refusal as proposed in the original text would wrongly exclude 
aspects such as insufficiently relevant or robust data and other ethical considerations. 
Modifications to clinical investigations proposed by sponsors should not allow any reduction 
in scientific or ethical standards motivated by commercial interests.

Amendment 58

Proposal for a regulation
Article 54 – paragraph 1

Text proposed by the Commission Amendment

1. Where a Member State has refused, 
suspended or terminated a clinical 
performance study, or has called for a 
substantial modification or temporary halt 
of a clinical performance study, or has 
been notified by the sponsor of the early 
termination of a clinical performance study 
on safety grounds, that Member State shall 
communicate its decision and the grounds 
therefore to all Member States and the 
Commission by means of the electronic 
system referred to in Article 51.

1. Where a Member State has refused, 
suspended or terminated a clinical 
performance study, or has called for a 
substantial modification or temporary halt 
of a clinical performance study, or has 
been notified by the sponsor of the early 
termination of a clinical performance study 
on safety grounds, that Member State shall 
communicate such facts and its decision 
and the grounds therefore to all Member 
States and the Commission by means of the 
electronic system referred to in Article 51.

Amendment 59

Proposal for a regulation
Article 55 – paragraph 3

Text proposed by the Commission Amendment

3. Within one year from the end of the 
clinical performance study, the sponsor 
shall submit to the Member States 

3. Within one year from the end of the 
clinical performance study, the sponsor 
shall submit to the Member States 
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concerned a summary of the results of the 
clinical performance study in form of a 
clinical performance study report referred 
to in Section 2.3.3 of Part A of Annex XII. 
Where, for scientific reasons, it is not 
possible to submit the clinical performance 
study report within one year, it shall be 
submitted as soon as it is available. In this 
case, the clinical performance study 
protocol referred to in Section 2.3.2 of Part 
A of Annex XII shall specify when the 
results of the clinical performance study 
are going to be submitted, together with an 
explanation.

concerned a summary of the results of the 
clinical performance study in form of a 
clinical performance study report referred 
to in Section 2.3.3 of Part A of Annex XII 
together with all the data collected during 
the clinical performance study, including 
negative findings. Where, for scientific 
reasons, it is not possible to submit the 
clinical performance study report within 
one year, it shall be submitted as soon as it 
is available. In this case, the clinical 
performance study protocol referred to in 
Section 2.3.2 of Part A of Annex XII shall 
specify when the results of the clinical 
performance study are going to be 
submitted, together with an explanation.

Justification

Such data is already available to the sponsor and shall be communicated to the Member State 
for adequate statistical scrutiny.

Amendment 60

Proposal for a regulation
Article 56 – paragraph 2

Text proposed by the Commission Amendment

2. In the single application, the sponsor 
shall propose one of the Member States
concerned as coordinating Member State. 
If that Member State does not wish to be 
the coordinating Member State, it shall 
agree, within six days of submission of the 
single application, with another Member 
State concerned that the latter shall be the 
coordinating Member State. If no other
Member State accepts to be the 
coordinating Member State, the Member 
State proposed by the sponsor shall be the 
coordinating Member State. If another 
Member State than the one proposed by 
the sponsor becomes coordinating Member 
State, the deadlines referred to in Article 
49(2) shall start on the day following the 

2. Concerned Member States shall agree, 
within six days of submission of the single 
application, which Member State shall be 
the coordinating Member State. Member 
States and the Commission shall agree, in 
the framework of the attributions of the 
Medical Devices Coordination Group, on 
clear rules for designating the
coordinating Member State.
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acceptance.

Justification

The solution proposed by the Commission text allows sponsors to cherry pick the competent 
authorities applying less stringent standards, those less resourced or overburdened with high 
number of requests which aggravates the proposed tacit approval of clinical investigations. A 
framework for deciding on the coordinating Member State can be set up by the already 
proposed MDCG, in line with its tasks described in Article 80.

Amendment 61

Proposal for a regulation
Article 57 – paragraph 2 – subparagraph 1 – point a

Text proposed by the Commission Amendment

(a) a serious adverse event that has a 
causal relationship with the device for 
performance evaluation, the comparator or 
the study procedure or where such causal 
relationship is reasonably possible;

(a) any adverse event that has a causal 
relationship with the device for 
performance evaluation, the comparator or 
the study procedure or where such causal 
relationship is reasonably possible;

Amendment 62

Proposal for a regulation
Article 57 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

 In the case of a clinical performance study
for which the sponsor has used the single 
application referred to in Article 56, the 
sponsor shall report any event as referred 
to in paragraph 2 by means of the 
electronic system referred to in Article 51. 
Upon receipt, this report shall be 
transmitted electronically to all Member 
States concerned.

In the case of a clinical investigation for 
which the sponsor has used the single 
application referred to in Article 56, the 
sponsor shall report any event as referred 
to in paragraphs 1 and 2 by means of the 
electronic system referred to in Article 51. 
Upon receipt, this report shall be 
transmitted electronically to all Member 
States concerned.
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Amendment 63

Proposal for a regulation
Article 59 – paragraph 1 – point a 

Text proposed by the Commission Amendment

(a) any serious incident in respect of 
devices made available on the Union 
market; 

(a) any incident in respect of devices made 
available on the Union market; 

Justification

Reporting of incidents and field safety corrective actions should not only mention serious 
incidents but all incidents and, by extension regarding definition of incident art 2 point 43, 
include undesirable side-effects.

Amendment 64

Proposal for a regulation
Article 59 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

 The Member States shall take all 
appropriate measures to encourage 
healthcare professionals, users and patients 
to report to their competent authorities 
suspected serious incidents referred to in 
point (a) of paragraph 1. They shall record 
such reports centrally at national level. 
Where a competent authority of a Member 
State obtains such reports, it shall take the 
necessary steps to ensure that the 
manufacturer of the device concerned is 
informed of the incident. The manufacturer 
shall ensure the appropriate follow-up.

The Member States shall take all 
appropriate measures to encourage 
healthcare professionals, including 
pharmacists, users and patients to report to 
their competent authorities suspected 
serious incidents referred to in point (a) of 
paragraph 1. They shall record such reports 
centrally at national level. Where a 
competent authority of a Member State 
obtains such reports, it shall take the 
necessary steps to ensure that the 
manufacturer of the device concerned is 
informed of the incident. The manufacturer 
shall ensure the appropriate follow-up.

Amendment 65

Proposal for a regulation
Article 59 – paragraph 3 – subparagraph 2
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Text proposed by the Commission Amendment

The Member States shall coordinate 
between them the development of standard 
web-based structured forms for reporting 
of serious incidents by healthcare 
professionals, users and patients.

The Member States shall coordinate 
between them the development of standard 
web-based structured forms for reporting 
of serious incidents by healthcare 
professionals, users and patients. The 
Member States shall also provide 
healthcare professionals, users and 
patients with another forms for reporting 
of suspected incidents to national 
competent authorities.

Justification

This could represent a limit for some users who may not have access to the web or necessary 
experience in using such tools. Hence, another format for reporting should be foreseen by the 
national authorities.

Amendment 66

Proposal for a regulation
Article 59 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. Member States and the Commission 
shall develop and guarantee the 
interoperability between national records 
and the electronic system on vigilance 
referred to in Article 60, to ensure the 
automated export of data to this system, 
while avoiding duplication of registries.

Justification

High quality registries for broad populations will avoid fragmentation of registries and will 
enable a more adequate picture of safety and efficacy of medical devices.

Amendment 67

Proposal for a regulation
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Article 60 – paragraph 2

Text proposed by the Commission Amendment

2. The information collated and processed 
by the electronic system shall be accessible 
to the competent authorities of the Member 
States, to the Commission and to the 
notified bodies.

2. The information collated and processed 
by the electronic system shall be accessible 
to the competent authorities of the Member 
States, to the Commission, and without 
prejudice to the preservation of 
intellectual property and commercially 
sensitive information to the notified bodies
, healthcare professionals and 
independent medical societies . The data 
referred to in points (a) to (e) of Article 
60(1) shall not be considered 
commercially confidential information 
unless the MDCG issues a contrary 
opinion.

Justification

Access to clinical data is essential to preserve system’s transparency and for analysis by 
independent academics and professional medical organizations. No intellectual property or 
commercially sensitive information is implicated in such clinical data.

Amendment 68

Proposal for a regulation
Article 60 – paragraph 5 a (new)

Text proposed by the Commission Amendment

5a.The reports and information referred 
to in Article 60(5), shall also be 
automatically transmitted as regards the 
device in question via the electronic 
system to the notified body that issued the 
certificate in accordance with Article 43.

Justification

The integration of the notified bodies in the exchange of information of the market 
surveillance authorities must be extended and clearly defined. Particularly, the notified 
bodies need - within the framework of automated, harmonized communication procedures -
consolidated information in order to recognize developments, take new information 
immediately into account and react promptly and appropriately to occurrences and incidents.
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Amendment 69

Proposal for a regulation
Article 61 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

If in the case of reports received in 
accordance with Article 59(3) the 
competent authority ascertains that the 
reports relate to a serious incident it shall 
notify without delay those reports to the 
electronic system referred to in Article 60, 
unless the same incident has already been 
reported by the manufacturer.

If in the case of reports received in 
accordance with Article 59(3) the 
competent authority ascertains that the 
reports relate to an incident it shall notify 
without delay those reports to the 
electronic system referred to in Article 60.

Justification

Reports should be notified to the electronic system in any case, especially to ensure that all 
information circulate 

Amendment 70

Proposal for a regulation
Article 65 – paragraph 1

Text proposed by the Commission Amendment

1. The competent authorities shall perform 
appropriate checks on the characteristics 
and performance of devices including, 
where appropriate, review of 
documentation and physical or laboratory 
checks on the basis of adequate samples. 
They shall take account of established 
principles regarding risk assessment and 
risk management, vigilance data and 
complaints. The competent authorities may 
require economic operators to make 
available the documentation and 
information necessary for the purpose of 
carrying out their activities and, where 
necessary and justified, enter the premises 
of economic operators and take the 
necessary samples of devices. They may 
destroy or otherwise render inoperable 
devices presenting a serious risk where 

1. The competent authorities shall perform 
appropriate checks on the characteristics 
and performance of devices including, 
where appropriate, review of 
documentation and physical or laboratory 
checks on the basis of adequate samples.
They shall take account of established 
principles regarding risk assessment and 
risk management, vigilance data and 
complaints. The competent authorities may 
require economic operators to make 
available the documentation and 
information necessary for the purpose of 
carrying out their activities and enter the 
premises of economic operators and take 
the necessary samples of devices for 
analysis by an official laboratory. They 
may destroy or otherwise render inoperable 
devices presenting a serious risk where 
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they deem it necessary. they deem it necessary. 

Justification

Competent authorities should not have to justify any inspection.

Amendment 71

Proposal for a regulation
Article 65 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The competent authorities shall 
designate inspectors who shall be 
empowered to carry out the checks
referred to in paragraph 1. Those 
inspectors may be assisted by experts 
appointed by the competent authorities. 
The checks shall be carried out by the 
inspectors of the Member State in which 
the economic operator is located. 

Justification

Competent authorities should designate inspectors to conduct the control activities.

Amendment 72

Proposal for a regulation
Article 65 - paragraph 5 a (new)

Text proposed by the Commission Amendment

5a. Without prejudice to any international 
agreements concluded between the Union 
and third countries, checks referred in 
paragraph 1 can also take place in the 
premises of an economic operator located 
n a third country if the  device is intended 
to be made available on the Union 
market. 

Justification

Inspections by the competent authorities of the Member States should be possible in premises 
established in third countries when placing devices on the EU market.
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Amendment 73

Proposal for a regulation
Article 65 – paragraph 5 b (new)

Text proposed by the Commission Amendment

5b. After every check, as referred in 
paragraph 1, the concerned competent 
authority shall report to the inspected 
economic operator on the level of 
compliance with this Regulation. Before 
adopting the report, the competent 
authority shall give the inspected 
economic operator the possibility to 
submit comments. 

Justification

It is important that the inspected entity is informed on the outcome of the inspection and has 
the possibility to make comments

Amendment 74

Proposal for a regulation
Article 65 – paragraph 5 c (new) 

Text proposed by the Commission Amendment

5c. The Commission shall establish 
detailed guidelines on the principles for 
carrying out the checks referred to in this 
Article including in particular on the 
qualifications of inspectors, and on 
inspection arrangements and access to 
data and information held by economic 
operators. 

Justification

Establishment of guidelines should create a harmonised approach of control activities in the 
Union.

Amendment 75

Proposal for a regulation
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Article 83 – paragraph 1

Text proposed by the Commission Amendment

 The Member States shall lay down the 
provisions on penalties applicable for 
infringement of the provisions of this 
Regulation and shall take all measures 
necessary to ensure that they are 
implemented. The penalties provided for 
shall be effective, proportionate, and 
dissuasive. The Member States shall notify 
those provisions to the Commission by [3 
months prior to the date of application of 
this Regulation] and shall notify it without 
delay of any subsequent amendment 
affecting them.

The Member States shall lay down the 
provisions on penalties applicable for 
infringement of the provisions of this 
Regulation and shall take all measures 
necessary to ensure that they are 
implemented and sufficiently dissuasive. 
The penalties provided for shall be
effective, proportionate, and dissuasive. 
The Member States shall notify those 
provisions to the Commission by [3 
months prior to the date of application of 
this Regulation] and shall notify it without 
delay of any subsequent amendment 
affecting them.

Amendment 76

Proposal for a regulation
Article 90 – paragraph 2

Text proposed by the Commission Amendment

2. It shall apply from [five years after entry 
into force].

2. It shall apply from [three years after 
entry into force].

Justification

To ensure consistency with proposal on medical devices.

Amendment 77

Proposal for a regulation
Annex I – section 17.2 – point a a (new) 

Text proposed by the Commission Amendment

(aa) the mention "This product is a in 
vitro diagnostic medical device".
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Justification

It should be clearly indentified as such on its label.

Amendment 78

Proposal for a regulation
Annex V– section 1 – paragraph 1 – point 15

Text proposed by the Commission Amendment

15. in case of devices classified as class C 
or D, the summary of safety and 
performance,

15. in case of devices classified as class C 
or D, the summary of safety and 
performance, and the full dataset collected 
during the clinical study and the post-
market clinical follow-up.

Amendment 79

Proposal for a regulation
Annex VI – Title

Text proposed by the Commission Amendment

MINIMUM REQUIREMENTS TO BE 
MET BY NOTIFIED BODIES

REQUIREMENTS TO BE MET BY 
NOTIFIED BODIES

Amendment 80

Proposal for a regulation
Annex VII – section 2.3 – point f – point iii a (new)

Text proposed by the Commission Amendment

(iiia) Devices intended to be used for 
prognosis

Justification

Disease prognosis is an increasingly common application in the molecular diagnostic sector, 
exemplified by tests such as Agendia’s Mammaprint and Genomic Health’s Oncotype Dx, 
which are both used to give prognostic scores for likelihood of disease recurrence in breast 
cancer patients after surgery.
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Amendment 81

Proposal for a regulation
Annex VIII – section 3.2 –  point d – indent 2

Text proposed by the Commission Amendment

- the product identification procedures 
drawn up and kept up to date from 
drawings, specifications or other relevant 
documents at every stage of manufacture;

- the product identification and traceability
procedures drawn up and kept up to date 
from drawings, specifications or other 
relevant documents at every stage of 
manufacture;

Justification

The traceability of the product and parts or components thereof within the development and 
production process is an integral part of the functioning of the quality assurance system and 
therefore of its evaluation.

Amendment 82

Proposal for a regulation
Annex VIII – section 4.4 – paragraph 1

Text proposed by the Commission Amendment

The notified body shall randomly perform 
unannounced factory inspections to the 
manufacturer and, if appropriate, at the 
manufacturer's suppliers and/or 
subcontractors, which may be combined 
with the periodic surveillance assessment 
referred to in Section 4.3. or be performed 
in addition to this surveillance 
assessment. The notified body shall 
establish a plan for the unannounced 
inspections which must not be disclosed to 
the manufacturer.

The notified body shall randomly perform 
at least once every five years and for each 
manufacturer and generic device group
unannounced inspections at the relevant 
manufacturing sites and, if appropriate, at 
the manufacturer's suppliers and/or 
subcontractors, The notified body shall 
establish a plan for the unannounced 
inspections which must not be disclosed to 
the manufacturer. At the time of such 
inspections, the notified body shall carry 
out the tests or ask to carry them in order 
to check that the quality management 
system is working properly. It shall 
provide the manufacturer with an 
inspection report and with a test report.

Justification

The number of unannounced inspections in section 4.4 has to be clearly defined in order to 
strengthen the necessary controls and to guarantee unannounced inspections at the same 
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level and frequency in all Member States. Therefore unannounced inspections should be 
performed at least once in a certification cycle and for each manufacturer and generic device 
group. Because of the vital importance of this instrument, the scope and procedures of the 
unannounced inspections should be stated in the Regulation itself instead of in down streamed 
rules such as an implementing act.

Amendment 83

Proposal for a regulation
Annex VIII – section 5.3 – paragraph 1

Text proposed by the Commission Amendment

The notified body shall examine the 
application employing staff with proven 
knowledge and experience regarding the 
technology concerned. The notified body 
may require the application to be 
completed by further tests or other 
evidence to allow assessment of 
conformity with the requirements of the 
Regulation. The notified body shall carry 
out adequate physical or laboratory tests in 
relation to the device or request the 
manufacturer to carry out such tests.

The notified body shall examine the 
application employing staff with proven 
knowledge and experience regarding the 
technology concerned. The notified body 
shall ensure that the manufacturer’s 
application adequately describes the 
design, manufacture and performance of 
the device, allowing assessment of 
whether the product conforms with the 
requirements set out in this Regulation. 
The notified bodies shall comment on the 
conformity of the following:
- general description of the product,
- design specifications, including a 
description of the solutions adopted to 
fulfil the essential requirements,
- systematic procedures used for the 
design process and techniques used to 
control, monitor and verify the design of 
the device.
The notified body may require the 
application to be completed by further tests 
or other evidence to allow assessment of 
conformity with the requirements of the 
Regulation. The notified body shall carry 
out adequate physical or laboratory tests in 
relation to the device or request the 
manufacturer to carry out such tests.

Justification

The requirements on the conformity assessment based on design dossier examination should 
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be concretized and amended by taking over the already existing requirements regarding 
assessment of the application by the manufacturer described in the voluntary code of conduct 
of Notify Bodies.

Amendment 84

Proposal for a regulation
Annex VIII – section 2 – point 6 – point 6.2 – point e

Text proposed by the Commission Amendment

(e) The notified body shall give due 
consideration to the opinion, if any, 
expressed by the medicinal products 
competent authority concerned or the EMA 
when making its decision. It shall convey
its final decision to the medicinal products 
competent authority concerned or to the 
EMA. The design-examination certificate 
shall be delivered in accordance with point 
(d) of Section 6.1.

(e) The notified body shall give due 
consideration to the opinion, if any, 
expressed by the medicinal products 
competent authority concerned or the EMA 
when making its decision. If the notified 
body deviates from that position, it shall 
justify its final decision to the medicinal 
products competent authority concerned or 
to the EMA. If no compromise is reached, 
the matter shall be referred to the MDCG. 
The design-examination certificate shall be 
delivered in accordance with point (d) of 
Section 6.1.

Justification

The Proposal states that the notified body shall give “due consideration” to the opinion 
expressed by the EMA (Annex VIII, 6.2. (e)). This leaves ample room for interpretation and, 
while the notified body is under no obligation to follow the EMA’s opinion, it seems rather 
unlikely that they disregard it. We thus need a definition of what happens if the assessments of 
the EMA and notified body are inconsistent.

Amendment 85

Proposal for a regulation
Annex XII – section 1 – point 1 – point 1.2.1 – point 1.2.1.4

Text proposed by the Commission Amendment

1.2.1.4 The analytical performance data
shall be summarised as part of the clinical 
evidence report.

1.2.1.4 The analytical performance full 
dataset shall accompany the clinical 
evidence report and may be summarised as 
part of it.
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Justification

For adequate scrutiny; the dataset already exists and represents no further burden.

Amendment 86

Proposal for a regulation
Annex XII – section 1 – point 1 – point 1.2.2 – point 1.2.2.5

Text proposed by the Commission Amendment

1.2.2.5 Clinical performance data shall be 
summarised as part of the clinical evidence 
report.

1.2.2.5 Clinical performance full dataset
shall accompany the clinical evidence 
report and may be summarised as part of 
it.

Justification

For adequate scrutiny; the dataset already exists and represents no further burden.

Amendment 87

Proposal for a regulation
Annex XII – section 1 – point 1 – point 1.2.2 – point 1.2.2.6 – indent 2

Text proposed by the Commission Amendment

– For devices classified as class C 
according to the rules set out in Annex VII, 
the clinical performance study report shall 
include the method of data analysis, the 
study conclusion and the relevant details of 
the study protocol;

– For devices classified as class C 
according to the rules set out in Annex VII, 
the clinical performance study report shall 
include the method of data analysis, the 
study conclusion and the relevant details of 
the study protocol and the full dataset;

Amendment 88

Proposal for a regulation
Annex XII – section 1 – point 1 – point 1.2.2 – point 1.2.2.6 – indent 3

Text proposed by the Commission Amendment

– For devices classified as class D 
according to the rules set out in Annex VII, 

– For devices classified as class D 
according to the rules set out in Annex VII, 
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the clinical performance study report shall 
include the method of data analysis, the 
study conclusion, the relevant details of the 
study protocol and the individual data 
points.

the clinical performance study report shall 
include the method of data analysis, the 
study conclusion, the relevant details of the 
study protocol and the full dataset.

Amendment 89

Proposal for a regulation
Annex XII – section 1 – point 2 – point 2.2 – paragraph 1

Text proposed by the Commission Amendment

Every step in the clinical performance 
study, from first consideration of the need 
and justification of the study to the 
publication of the results, shall be carried 
out in accordance with recognised ethical 
principles, as for example those laid down 
in the World Medical Association 
Declaration of Helsinki on Ethical 
Principles for Medical Research Involving 
Human Subjects adopted by the 18th World 
Medical Assembly in Helsinki, Finland, in 
1964 and last amended by the 59th World 
Medical Association General Assembly in 
Seoul, Korea, in 2008.

Every step in the clinical performance 
study, from first consideration of the need 
and justification of the study to the 
publication of the results, shall be carried 
out in accordance with recognised ethical 
principles, as for example those laid down 
in the World Medical Association 
Declaration of Helsinki on Ethical 
Principles for Medical Research Involving 
Human Subjects adopted by the 18th
World Medical Assembly in Helsinki, 
Finland, in 1964 and last amended by the 
59th World Medical Association General 
Assembly in Seoul, Korea, in 2008. 
Conformity with the above principles shall 
be granted after an examination by the 
concerned Ethics Committee.

Amendment 90

Proposal for a regulation
Annex XII – section 1 – point 2 – point 2.3 – point 2.3.3 – paragraph 1

Text proposed by the Commission Amendment

A ‘clinical performance study report’, 
signed by a medical practitioner or any 
other authorised person responsible, shall 
contain documented information on the 
clinical performance study protocol, results 
and conclusions of the clinical performance 

A 'clinical performance study report', 
signed by a medical practitioner or any 
other authorised person responsible, shall 
contain documented information on the 
clinical performance study protocol, results 
and conclusions of the clinical performance 
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study, including negative findings. The 
results and conclusions shall be 
transparent, free of bias and clinically 
relevant. The report shall contain sufficient 
information to enable it to be understood 
by an independent party without reference 
to other documents. The report shall also 
include as appropriate any protocol 
amendments or deviations, and data 
exclusions with the appropriate rationale.

study, including negative findings. The 
results and conclusions shall be 
transparent, free of bias and clinically 
relevant. The report shall contain sufficient 
information to enable it to be understood 
by an independent party without reference 
to other documents. The report shall also 
include as appropriate any protocol 
amendments or deviations, and data 
exclusions with the appropriate rationale. 
The report shall be accompanied by the 
clinical evidence report as described in 
point 3.1 and be accessible  through the 
electronic system referred to in Article 51.

Amendment 91

Proposal for a regulation
Annex XII – section 1 – point 3 – point 3.3

Text proposed by the Commission Amendment

3.3 The clinical evidence and its 
documentation shall be updated throughout 
the life cycle of the device concerned with 
data obtained from the implementation of 
the manufacturer's post-market surveillance 
plan referred to in Article 8(5) which shall 
include a plan for the device post-market 
follow-up in accordance with Part B of this 
Annex.

3.3 The clinical evidence data and its 
documentation shall be updated throughout 
the life cycle of the device concerned with 
data obtained from the implementation of 
the manufacturer's post-market surveillance 
plan referred to in Article 8(5) which shall 
include a plan for the device post-market 
follow-up in accordance with Part B of this 
Annex. The clinical evidence data and its 
subsequent updates through post-market 
follow-up shall be accessible through the 
electronic systems referred to in Articles 
51 and 60.
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