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SHORT JUSTIFICATION

In recent years the European Union has adopted numerous rules placing specific requirements 
on manufacturers of products. These focus primarily on consumer safety, protection against 
harmful effects on health and, most recently, increasingly on the environmental properties of 
products, in particular through the Energy-Using Products Directive. The rules are being 
adopted on the basis of the 'New Approach', under which responsibility for complying with 
the rules lies first and foremost with manufacturers themselves, who confirm that the rules 
have been complied with by affixing the CE mark. Above all, the rules entail little red tape or 
expense for manufacturers. However, they can lead to problems where individual 
manufacturers or groups of manufacturers affix the CE mark without complying with the 
rules. That can put consumers at risk and result in damage to the environment. Moreover, it 
can put honest manufacturers, who comply with the rules and bear the costs of compliance, at 
a competitive disadvantage in relation to their competitors who enjoy an unfair advantage. 
Parliament has therefore already called on a number of occasions, for example when the 
Energy-Using Products Directive was adopted, for stronger market surveillance. The 
Commission has now put forward a proposal addressing this issue. However, the proposal 
does not go far enough, given that, for example, it provides for a transitional period of two 
years. During those two years, consumers and the environment will continue to be exposed 
unnecessarily to products that have not undergone checks. Your draftsman is therefore 
proposing that the period in question be reduced to one month, in order to enable the benefits 
of improved market surveillance to take effect as quickly as possible. Your draftsman is also 
proposing that reference to compliance with environmental rules be made throughout the text. 
Other amendments relate to checks to be performed following a ban. Frequently, bans on 
marketing of products are imposed, but checks to ensure that the ban is being complied with 
are not carried out. A further amendment relates to the speed with which products are sold. 
Specifically in the case of seasonal or sales items it is necessary to seize defective products 
within days, sometimes within hours, as they would otherwise be sold out. It is important, 
furthermore, for Member States to ensure that there are sufficient staff to perform the relevant 
tasks.
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AMENDMENTS

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

Text proposed by the Commission1 Amendments by Parliament

Amendment 1
Recital 1

(1) For the purpose of strengthening the 
overall framework ensuring that products 
respect a high level of protection of public 
interests, such as health and safety, it is 
necessary to establish certain rules and 
principles in relation to accreditation and 
market surveillance, which are important 
aspects of that framework. 

(1) For the purpose of strengthening the 
overall framework ensuring that products 
respect a high level of protection of public 
interests, such as health and safety or the 
environment, it is necessary to establish 
certain rules and principles in relation to 
accreditation and market surveillance, which 
are important aspects of that framework. 

Justification

In line with Article 1 paragraph 1 on 'subject matter and scope', the draftsman suggests 
introducing a clear reference to the protection of the environment. It is important to make 
sure that all cases of non-conformity to EU legislation, including especially in the 
environment field, should be adequately dealt with. 

Amendment 2
Recital 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 

1 Not yet published in OJ.
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90% of imports into the European Union 
are concentrated, is essential to the 
protection of health and safety and to 
guaranteeing the smooth functioning of the 
internal market. 

Amendment 3
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.

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 4
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;

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 for distributors.
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Amendment 5
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;

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 6
Article 2, point 13 a (new)

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

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 for distributors.

Amendment 7
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).

Justification

The distinction between economic operators who have similar roles in placing a product on 
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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 for distributors.

Amendment 8
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.

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 for distributors

Amendment 9
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.

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.
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Amendment 10
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.

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 11
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.

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 12
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 

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 
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or commits a serious breach of its 
obligations, the national accreditation body 
shall take all appropriate measures to 
restrict, suspend or withdraw its 
accreditation certificate.

or commits a serious breach of its 
obligations, the national accreditation bodies 
shall take all appropriate measures to 
restrict, suspend or withdraw their 
accreditation certificate.

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 13
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).

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 14
Article 6, paragraph 1, subparagraph 2, point (a)

(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).
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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 15
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.

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 16
Article 16, paragraph 1

1. Member States shall ensure 
communication and co-ordination between 
all the different market surveillance 
authorities.

1. Member States shall ensure 
communication and co-ordination between 
all the different market surveillance 
authorities within their jurisdiction.

Justification

Market surveillance should also ensure a concrete follow-up of corrective actions on the 
market. Concern has been expressed in the Parliament’s Working Document regarding the 
credibility of the CE marking.  We do not believe that any such credibility gap stems from two 
points, firstly an inadequate process for catching those economic operators who deliberately 
flout Community legislation, and secondly an inadequate process to follow-up to ensure that, 
where a product has been found by a Court to be non-compliant, then it is positively removed 
from the market.  Hence, market surveillance procedures should also ensure a concrete 
follow-up of corrective actions on the market place. As market surveillance is organised at 
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Member State level in accordance with the principle of subsidiarity, this Regulation should 
require each Member State to verify that corrective actions have been effectively carried out.

Amendment 17
Article 16, paragraph 2, subparagraph 1 a (new)

Member States shall establish adequate 
procedures in order to verify that corrective 
actions have been effectively carried out.

Justification

See justification under amendment 3.

Amendment 18
Article 16, paragraph 4

4. Member States shall establish, implement 
and periodically update market surveillance 
programmes.

4. Member States shall establish, implement 
and periodically update market surveillance 
programmes. Member States may establish 
co-operation agreements with stakeholders, 
in particular with sectoral professional 
organisations, in order to take advantage of 
available market intelligence.

Justification

See justification under amendment 3.

Amendment 19
Article 16, paragraph 5

5. Member States shall periodically review 
and assess the functioning of their 
surveillance activities.

5. Member States shall periodically review 
and assess the functioning of their 
surveillance activities and report publicly 
thereon.

Justification

See justification under amendment 3.
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Amendment 20
Article 17, paragraph 1, subparagraph 1 a (new)

. The authorities shall be entitled to seize 
samples of a product which they expect to 
be rapidly sold out. 

Justification

Market surveillance speed should be adapted to the speed of sales of batches of often 
inexpensive components or consumer products: these are often rapidly sold out in a 
distributor’s promotional sale. Experience shows that once products are placed on the 
market, delays between complaints and action by market surveillance authorities often lead to 
the situation where authorities are not in a position to carry out checks, as the products have 
already been sold. This is particularly the case for promotional or seasonal sales of consumer 
products, such as Christmas lighting. It happens also for small electrical components such as 
electrical controls, switchgears or small measuring instruments. Therefore, when customs 
authorities have a serious reason to believe that the imported product may not be in 
compliance with all EU requirements, they should be entitled to seize samples of the product 
in order to speed up the control by market surveillance authorities and ensure possible legal 
action against the importer or the manufacturer’s authorised representative in case of 
characterised default of compliance with EU legislation. 

Amendment 21
Article 19, paragraph 1

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.

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.
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Amendment 22
Article 24, paragraph 1, subparagraph 1 a (new)

Member States shall ensure that their 
customs authorities have the necessary 
powers and resources in order to properly 
perform their tasks. 

Justification

For the sake of consistency and efficiency of the overall framework for the marketing of 
goods, the draftsman suggests the introduction of a similar provision for customs controls as 
for market surveillance authorities under Article 16(3). 

Amendment 23
Article 34

In order to facilitate the implementation of 
this Regulation, the Commission shall draw 
up guidelines.

In order to facilitate the implementation of 
this Regulation, the Commission shall draw 
up guidelines in consultation with 
stakeholders.

Justification

Stakeholders should be consulted by the Commission when setting up implementation 
guidelines.

Amendment 24
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.

Justification

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

Amendment 25
Article 38, paragraph 2

Chapter III shall apply with effect from two 
years after the date of entry into force of this 
Regulation.

Chapter III shall apply with effect from one 
month after the date of entry into force of 
this Regulation.

Justification

An additional two years' delay until market surveillance can operate under the urgently 
needed efficient conditions is not acceptable.  Manufacturers who do respect European 
legislation and standards currently face heavy threats from unfair competitors.
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