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Amendment by Satu Hassi

Amendment 11
Title

Proposal for a Regulation of the European 
Parliament and of the Council setting out the 
requirements for accreditation and market 
surveillance relating to the marketing of 
products 

Proposal for a Regulation of the European 
Parliament and of the Council setting out the 
requirements for market surveillance relating 
to the marketing of products 

(Horizontal amendment. If accepted, all 
provisions throughout the whole text with 
regard to accreditation would have to be 
deleted, i.e. deletion of Article 1(1), Article 
2(10) and (11), Articles 3-12, Article 27, 
Article 28(1)(a) and (b), Article 28(2), 
Article 31(1)(a), Article 31(2) and (4), 
Article 35 and Recitals 6-20 and 33-35, and 
modification of Article 28 (c), (f), (g), Article 
32(1) and (2) and of Recitals 1, 3, 32, 36 
and 38.)
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Justification

The Regulation is proposed in the context of the review of the "new approach". However, 
instead of reviewing it, the Commission seeks to stabilize it by adding requirements on 
accreditation for bodies performing conformity assessment. This is "perfecting a mistake" 
instead of correcting it, as the new approach has failed to provide the necessary level of 
protection e.g. with regard to safety of toys or medical devices or packaging waste. The 
proposal should be limited to requirements for the surveillance of the marketing of products, 
leaving the way for a proper review of the new approach.

Amendment by Satu Hassi

Amendment 12
Citation 1

Having regard to the Treaty establishing the 
European Community, and in particular 
Articles 95 and 133 thereof,

Having regard to the Treaty establishing the 
European Community, and in particular 
Article 95 thereof,

Or. en

Justification

A double legal basis is not justified. According to the ECJ's case-law, a double legal basis 
should only be used if, exceptionally, it is demonstrated that the act simultaneously pursues 
several objectives without one being secondary and indirect in relation to the other. That is 
not the case here.

Amendment by Frédérique Ries

Amendment 13
24

(24) Cooperation of competent authorities at 
the national level and across borders in 
exchanging information, investigating 
infringements and taking action to bring 
about their cessation is essential to the 
protection of health and safety and to 
guaranteeing the smooth functioning of the 
internal market.

(24) Cooperation of competent authorities at 
the national level and across borders in 
exchanging information, investigating 
infringements and taking action to bring 
about their cessation, even before the 
placing on the market of the dangerous 
products by reinforcing measures to 
identify them mainly in the seaports where 
90% of imports into the European Union 
are concentrated, is essential to the 
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protection of health and safety and to 
guaranteeing the smooth functioning of the 
internal market. 

Or. fr

Amendment by Frédérique Ries

Amendment 14
Recital 30 a (new)

(30a) It is necessary for Member States to 
provide for appropriate means of redress 
before the competent courts in respect of 
measures taken by the competent 
authorities which restrict the placing on the 
market of a product or require its 
withdrawal or recall.

Or. en

Justification

If a Member State asked a manufacturer to recall a product but the action was found to be 
incorrect, the economic operator needs to obtain redress from Member States who initiated 
the action. 

This text is identical to Recital 37 of the General Product Safety Directive and, as such, is not 
a new or untried concept.

Amendment by Satu Hassi

Amendment 15
Article 1, paragraph 1

1. This Regulation lays down rules on the 
organisation and operation of accreditation 
of conformity assessment bodies 
performing assessment of any substance, 
preparation or other product, whether or 
not such substance, preparation or product 
has undergone transformation, to be placed 
on the Community market.
It also provides a framework for market 

1. This Regulation provides a framework for 
market surveillance and the control of 
products from third countries to ensure that 
substances, preparations and transformed 
products subject to Community legislation 
harmonising the conditions for the 
marketing of products, hereinafter 
“Community harmonisation legislation”,
respect a high level of protection of public 
interests such as health and safety in general, 
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surveillance and the control of products from 
third countries to ensure that substances, 
preparations and transformed products 
subject to Community legislation 
harmonising the conditions for the 
marketing of products, hereinafter 
“Community harmonisation legislation” 
respect a high level of protection of public 
interests such as health and safety in general, 
of health and safety at the workplace, 
protection of consumers, of the environment, 
and of security.

of health and safety at the workplace, 
protection of consumers, of the environment, 
and of security.

Horizontal amendment. If accepted, all 
provisions throughout the whole text with 
regard to accreditation would have to be 
deleted, i.e. deletion of Article 1(1), Article 
2(10) and (11), Articles 3-12, Article 27, 
Article 28(1)(a) and (b), Article 28(2), 
Article 31(1)(a), Article 31(2) and (4), 
Article 35 and Recitals 6-20 and 33-35, and 
modification of Article 28 (c), (f), (g), Article 
32(1) and (2) and of Recitals 1, 3, 32, 36 
and 38.

Or. en

Justification

The Regulation is proposed in the context of the review of the "new approach". However, 
instead of reviewing it, the Commission seeks to stabilize it by adding requirements on 
accreditation. In May 2006, Parliament called for strictly limiting the "new approach" to 
harmonising measures of a purely technical nature, given the problems of inadequate 
transparency and accountability of standardisation. Therefore, the proposal should be limited 
to requirements for the surveillance of the marketing of products, leaving the way for a 
proper review of the new approach.

Amendment by Frédérique Ries

Amendment 16
Article 2, point (5)

(5) “distributor” means any natural or legal 
person in the supply chain, who makes a 
product available on the market;

(5) “distributor” means any natural or legal 
person in the supply chain, who makes a 
product available, but does not place it on 
the market;
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Justification

The distinction between economic operators who have similar roles in placing a product on 
the market and those who are not making a product available for the first time has to be 
clarified.

The legal entity placing a product on the EU market should bear the responsibility that the 
product is properly intended and manufactured for the EU market according to our 
Regulations. It is not the case of distributors.

Amendment by Anja Weisgerber

Amendment 17
Article 2, point (11)

(11) “national accreditation body” means the 
sole authoritative body in a Member State 
that performs accreditation with authority 
derived from government;

(11) “national accreditation body” means the 
authoritative body or bodies in a Member 
State that perform accreditation with 
authority derived from government;

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1).

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Frédérique Ries

Amendment 18
Article 2, point (13 a) (new)

(13a) “entering the Community market” 
means being presented for customs 
clearance.

Or. en
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Justification

The distinction between economic operators who have similar roles in placing a product on 
the market and those who are not making a product available for the first time has to be 
clarified.

The legal entity placing a product on the EU market should bear the responsibility that the 
product is properly intended and manufactured for the EU market according to our
Regulations. It is not the case of distributors.

Amendment by Frédérique Ries

Amendment 19
Article 2, point (13 b) (new)

 (13b) “conformity assessment body” means 
a body that performs conformity 
assessment services (generally laboratories, 
inspection bodies, and certification bodies).

Or. en

Justification

The distinction between economic operators who have similar roles in placing a product on 
the market and those who are not making a product available for the first time has to be 
clarified.

The legal entity placing a product on the EU market should bear the responsibility that the 
product is properly intended and manufactured for the EU market according to our 
Regulations. It is not the case of distributors.

Amendment by Frédérique Ries

Amendment 20
Article 2, point (13) c (new)

(13c) “conformity assessment” means the 
demonstration that specified requirements 
relating to a product, process, system, 
person or body are fulfilled.

Or. en
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Justification

The distinction between economic operators who have similar roles in placing a product on 
the market and those who are not making a product available for the first time has to be 
clarified.

The legal entity placing a product on the EU market should bear the responsibility that the 
product is properly intended and manufactured for the EU market according to our 
Regulations. It is not the case of distributors

Amendment by Anja Weisgerber

Amendment 21
Article 4, paragraph 1, subparagraph 1 a (new)

In Member States with a federal structure, 
a second accreditation body may be 
established in order to safeguard federal
powers. In such cases, the two accreditation 
bodies are called upon to work together in 
mutual trust and cooperation.

Or. de

Justification

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Frédérique Ries

Amendment 22
Article 4, paragraph 6

6. The national accreditation body shall 
operate on a non profit basis. It may not 
offer or provide any activities or services 
that conformity assessment bodies provide, 
nor may it provide consultancy services.

6. The national accreditation body shall 
operate on a non profit basis. It may not 
offer or provide any activities or services 
that conformity assessment bodies provide, 
nor may it provide consultancy services, nor 
may it own shares in the conformity 
assessment bodies.
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Justification

In order for the accreditation body to be fully independent of all conformity assessment 
bodies it is responsible for (some of which may act as Notified Bodies) it is necessary to 
ensure not only functional barriers within one company, but also true independence so as to 
avoid any possible concerns regarding conflict or confusion of interest: thus it is necessary to 
ensure financial separation.

Amendment by Anja Weisgerber

Amendment 23
Article 5, paragraph 2

2. The national accreditation body shall 
monitor any conformity assessment body to 
which it has issued an accreditation 
certificate.

2. The national accreditation bodies shall 
monitor any conformity assessment body to 
which they have issued an accreditation 
certificate.

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1).

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Anja Weisgerber

Amendment 24
Article 5, paragraph 3

3. Where the national accreditation body 
ascertains that a conformity assessment 
body which has received an accreditation 
certificate is no longer competent to carry 
out a specific conformity assessment activity 
or commits a serious breach of its 
obligations, the national accreditation body
shall take all appropriate measures to 

3.Where the national accreditation bodies 
ascertain that a conformity assessment body 
which has received an accreditation 
certificate is no longer competent to carry 
out a specific conformity assessment activity 
or commits a serious breach of its 
obligations, the national accreditation bodies 
shall take all appropriate measures to 
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restrict, suspend or withdraw its
accreditation certificate.

restrict, suspend or withdraw their
accreditation certificate.

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1).

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Anja Weisgerber

Amendment 25
Article 6,  paragraph 1, subparagraph 1

1. Where a conformity assessment body 
requests accreditation, it shall do so with the 
national accreditation body of the Member 
State in which it is established or with the 
national accreditation body to which that 
Member State has had recourse pursuant to 
Article 4(2).

1. Where a conformity assessment body 
requests accreditation, it shall do so with the 
national accreditation bodies of the Member
State in which it is established or with the 
national accreditation bodies to which that 
Member State has had recourse pursuant to 
Article 4(2).

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1).

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Anja Weisgerber

Amendment 26
Article 6, paragraph 1, subparagraph 2, letter (a)
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(a) where the Member State in which it is 
established has decided not to establish a
national accreditation body and has not had 
recourse to a national accreditation body of 
another Member State pursuant to Article 
4(2).

(a) where the Member State in which it is 
established has decided not to establish 
national accreditation bodies and has not had 
recourse to national accreditation bodies of
another Member State pursuant to Article 
4(2).

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1).

The requirement that there be a single national accreditation body contravenes the 
subsidiarity principle and the obligation on the bodies of the European Communities not to 
encroach upon the basic structure of the constitution of the Member States or to undermine 
their fundamental - in this case federal - structures. In order to safeguard federalism in the 
Member States it is therefore necessary to permit them to set up a second accreditation body.

Amendment by Frédérique Ries

Amendment 27
Article 8, paragraph 2 a (new)

2a. National accreditation bodies shall have 
appeal procedures to provide economic 
operators with a means of redress where 
they can demonstrate that an accredited 
body does not have the minimum required 
skills or competence.

Or. en

Justification

The existing proposal provides for a procedure whereby Member States are required to 
monitor their national accreditation bodies at regular intervals and thus the general public 
interest is protected.  However, the actions of national accreditation bodies, and the bodies 
they accredit, have a direct impact on economic operators and so they too should have an 
explicit means of redress.

Amendment by Frédérique Ries

Amendment 28
Article 19, paragraph 1
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1. Member States shall ensure that any 
measure taken, pursuant to the relevant 
Community harmonisation legislation, to 
prohibit or restrict the making available of a 
product, to withdraw it from the market or 
recall it, states the exact grounds on which it 
is based.

1. Member States shall ensure that any 
measure taken, pursuant to the relevant 
Community harmonisation legislation and 
the principle of proportionality, to prohibit 
or restrict the making available of a product, 
to withdraw it from the market or recall it, 
states the exact grounds on which it is based.

Or. en

Justification

Article 19(1) contains a number of possible market interventions that could be taken by 
authorities and the economic consequences resulting from each of these will have varying 
consequences for economic operators.  In line with the general provisions of Community law, 
the level of market intervention should be proportionate to the level of risk for the public.  
Provisions with similar effect are already contained within the General Product Safety 
Directive.

Amendment by Anja Weisgerber

Amendment 29
Article 35, paragraph 2

2. Where in a Member State accreditation is 
not operated by a single national 
accreditation body and that Member State 
intends to continue to operate accreditation, 
it shall make the necessary structural 
adaptations in order to establish a single
national accreditation body by 1 January 
2010 at the latest.

2. Where in a Member State accreditation is 
not operated by a single national 
accreditation body and that Member State 
intends to continue to operate accreditation, 
it shall make the necessary structural 
adaptations in order to establish a national 
accreditation body or a second national 
accreditation body pursuant to the second 
subparagraph of Article 4(1) by 1 January 
2014 at the latest.

Or. de

Justification

Follow-up amendment to the amendment to Article 4(1). 

In addition, the transitional period for the legal and administrative implementing measures 
required must be extended. Particularly in countries with complex accreditation systems, 
these changes cannot be made by 2010 and the transitional period should therefore be 
extended to 2014.



PE 392.078v01-00 12/12 AM\675640EN.doc

EN


