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Our Ref: ICD Proposal for a Regulation laying down rules and procedures for compliance with and 

enforcement of Union harmonisation legislation on products 

 

Your Ref:  

 

Consultation Document 
 

Proposal for a Regulation Of The European Parliament And Of The 
Council laying down rules and procedures for compliance with and 
enforcement of Union harmonisation legislation on products and 
amending Regulations (EU) No 305/2011, (EU) No 528/2012, (EU) 

2016/424, (EU) 2016/425, (EU) 2016/426 and (EU) 2017/1369 of the 
European Parliament and of the Council, and Directives 2004/42/EC, 
2009/48/EC, 2010/35/EU, 2013/29/EU, 2013/53/EU, 2014/28/EU, 
2014/29/EU, 2014/30/EU, 2014/31/EU, 2014/32/EU, 2014/33/EU, 

2014/34/EU, 2014/35/EU, 2014/53/EU, 2014/68/EU and 2014/90/EU 
of the European Parliament and of the Council. 

 

 

1. Introduction 

 

Title of Proposed 

Regulation 

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE 

COUNCIL laying down rules and procedures for compliance with and 

enforcement of Union harmonisation legislation on products and 

amending Regulations (EU) No 305/2011, (EU) No 528/2012, (EU) 

2016/424, (EU) 2016/425, (EU) 2016/426 and (EU) 2017/1369 of the 

European Parliament and of the Council, and Directives 2004/42/EC, 

2009/48/EC, 2010/35/EU, 2013/29/EU, 2013/53/EU, 2014/28/EU, 

2014/29/EU, 2014/30/EU, 2014/31/EU, 2014/32/EU, 2014/33/EU, 

2014/34/EU, 2014/35/EU, 2014/53/EU, 2014/68/EU and 2014/90/EU 

of the European Parliament and of the Council. 

 

Please find attached document COM(2017) 795 final 

Activity to be regulated Market surveillance activities, enforcement of Union harmonisation 

legislation on products. 

Responsible entity  

 

 

Implementing Ministry  

The Technical Regulations Division (TRD) within the Malta Competition 

and Consumer Affairs Authority (MCCAA) 

 

Ministry for Justice, Culture and Local  Government (MJCL) 

Participating Ministries  OPM (Coordination Unit of Market Surveillance); MTIP; MESDC; MFIN 

(Customs); MEIB; MFH. 
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2. Summary and background 

 

2.1 Aims & Objectives of the legislation 

 
Within the single market, free movement of goods is the most developed of all four fundamental 

freedoms. Businesses are often active both within the EU and worldwide. Modern supply chains are 

evolving rapidly. In e-commerce, in particular, market surveillance authorities have great difficulty 

tracing non-compliant products imported into the Union and identifying the responsible entity within 

their jurisdiction.  

 

Many economic operators disregard the rules either through lack of knowledge or intentionally in an 

attempt to gain a competitive advantage. Illegal and non-compliant products on the market distort 

competition and put consumers at risk. Action is needed to increase product compliance in the single 

market because as non-compliance negatively affects consumers and other end-users, but also sales 

and/or market shares of businesses that do comply with legal obligations 

  

 

This proposed Regulation is primarily aimed to: 

 address the increasing amount of non-compliant products on the Union’s market 

 ensure a level playing field for businesses established within and outside the EU.  

 

This initiative will be implemented through: 

 reinforced enforcement on products by intensifying compliance checks through a 

strengthened framework for controls on products entering the Union’s market; 

 improved cooperation between market surveillance authorities and customs authorities; 

 introduction of a necessary condition for making products available on the market – a person 

responsible for compliance information shall be established within the Union; 

 incentives to boost regulatory compliance; 

 

In order to achieve these objectives, market surveillance authorities are set to receive a set of powers 

allowing them to effectively enforce the Union harmonisation legislation on products. In particular, 

a Union Product Compliance Network, with the main task will be that of coordinating enforcement 

across the Union, shall be established. With the new powers that are being established through this 

proposal for a regulation, cooperation across borders between market surveillance authorities and 

with that of customs authorities is set to increase. This shall result in a more effective control on 

products entering the Union’s market.   

 

 

2.2 Commentary on chapters of the proposed legislation 
 

The proposal consists of 11 chapters comprising 64 articles and an Annex. 

 

Chapter I –This Chapter defines the scope and the main terms used in the Regulation. It updates the 

definitions used in Regulation (EC) No 765/2008, in particular to take into account the diversity of 

actors in the supply chain and the need to make them all subject to enforcement of the Union 

harmonisation legislation on products.  

 

Chapter II –This Chapter introduces the concept of a ‘person responsible for compliance information 
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established within the Union’ as a necessary condition for making the products available on the 

market. The person responsible for compliance information can be the manufacturer, the importer 

or any other economic operator designated by the manufacturer.  The tasks of the person responsible 

for compliance information are essential to provide information on the product to market surveillance 

authorities and to cooperate with the authorities.   

 

Chapter III –This Chapter defines how to designate competent authorities and single liaison offices 

for this Regulation and clarifies the roles of the single liaison offices. It calls on the Member States 

to ensure smooth cooperation among the enforcement network in their territory.  

 

Chapter IV –This Chapter lays down procedures that market surveillance authorities must establish 

to follow up complaints or issues relating to risks; monitor accidents and harm to the health of end-

users; verify corrective actions taken by economic operators; and follow up scientific and technical 

knowledge of safety issues. It also lays down principles for the activities of market surveillance 

authorities, namely that surveillance must be effective, measures be proportional to compliance, 

that the authorities must take a risk-based approach against the background of defined factors, and 

act with transparency, independence and impartiality. The Regulation also requires Member States 

to issue regular national market surveillance strategies and lists what they must include. 

 

Chapter V – The Regulation provides market surveillance authorities with a set of powers, defined 

with the view to ensure effective enforcement of Union harmonisation legislation on products across 

borders. These powers include the power to access data and documents related to an instance of 

non-compliance, to require economic operators and public entities to provide all information related 

to an instance of non-compliance; to carry out on site inspections; to make test purchases and carry 

out mystery shopping; to adopt temporary measures; to initiate investigations or procedures aimed 

at ceasing non-compliance; to prohibit the supply of products, or withdraw and recall and destroy 

them; to impose penalties and order the recovery of profits obtained as a result of non-compliance; 

and to publish decisions, including the identity of the concerned economic operator.  When exercising 

these powers, Member States retain the possibility to decide whether the competent authorities will 

exercise the minimum powers directly under their own authority or whether these powers will be 

exercised by application to courts, in accordance with national law.  The Regulation also defines 

market surveillance measures and establishes the procedures and principles to be observed. As 

regards products which present a serious risk requiring rapid intervention, the Chapter links with 

Directive 2001/95/EC and the Union Rapid Alert System established under that Directive.  The 

Regulation also introduces the possibility of designating Union’s testing facilities and specifies their 

tasks.  In addition to the principle of financing market surveillance, this Chapter provides for market 

surveillance authorities to recover their costs by charging economic operators administrative fees for 

non-compliance.    

 

Chapter VI – Cooperation and procedure for mutual assistance.  Mutual assistance may take two 

forms:  

• requests for information, which enable market surveillance authorities in one Member State to 

obtain information and evidence from another; and   

• requests for enforcement measures which enable market surveillance authorities to request their 

counterparts in another Member State to take enforcement measures.  The Regulation sets out the 

procedure for mutual assistance requests. These requests must be sent to the single liaison offices in 

the Member States of both the requesting and the requested authorities, using standard forms by 

means of an information and communication system. The Regulation also provides for that evidence 

obtained and investigation findings in one Member State may be used in another Member State. The 
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underlying principle is that products deemed to be non-compliant on the basis of a decision taken by 

market surveillance authorities in one Member State are presumed to be non-compliant by market 

surveillance authorities in another Member State, unless the concerned economic operator can 

provide evidence to the contrary. The aim of the instruments of mutual assistance is to address 

instances of non-compliance of a product in cross-border context, and to allow measures to end the 

non-compliance or to ban the product in all Member States. The Regulation will also help evidence 

and investigation findings obtained through the use of minimum powers of market surveillance 

authorities that can be used across the borders.  Under the Regulation, the requested authority must 

reply to a mutual assistance request within the time limit set by the implementing measures.  The 

Regulation ensures the protection of professional and commercial secrets by providing that 

information communicated to market surveillance authorities will only be used to ensure compliance 

with Union harmonisation legislation.   

 

Chapter VII –The Regulation provides for a strengthened framework for controls on products entering 

the Union’s market. It starts from the assumption that the most effective way to ensure that unsafe 

or non-compliant products are not placed on the Union’s market, is to carry out adequate checks 

before they are released for free circulation. Customs authorities execute controls based on risk 

analysis.  It also strengthens the exchange of information between market surveillance authorities 

and customs authorities, in particular, through procedures for releasing products, suspending and 

refusing of release for free circulation. Market surveillance authorities can be asked to provide 

information on products and economic operators where a higher risk of non-compliance is detected. 

Customs authorities are required to inform the market surveillance authorities in timely manner on 

the placing of products under release for free circulation and the results of controls if that 

information is relevant for enforcing of Union harmonisation legislation.  The release for free 

circulation may be suspended if:   

• the product is not accompanied by the required documentation, is not marked or labelled as 

required, does not bear the CE marking or other marking required under the Union harmonisation 

legislation;   

• no person responsible for compliance information established within the Union can be identified; 

or   

• there is cause to believe that the product is not placed on the market in accordance with 

requirements set out by Union harmonisation legislation.  

  

The Regulation also provides for the favourable treatment of products declared for free circulation 

by authorised economic operators with special status under Regulation (EU) No 952/2013. It also lays 

down conditions for suspending this favourable treatment if noncompliance is detected during the 

controls. Procedural rules for exchanging information on authorised economic operators, between 

market surveillance authorities and customs authorities, will be established in implementing 

measures.  

 

Chapter VIII –The Regulation establishes a Union Product Compliance Network ('Network'), within the 

Commission. The Network is composed of a board, administrative coordination groups and a 

secretariat; its tasks are detailed in the Regulation. The role of the Network will be to coordinate 

enforcement tasks, thereby boosting market surveillance cooperation at EU level. Furthermore, the 

Network will be in charge of maintaining an information and communication system for collecting 

and storing information on the enforcement of Union harmonisation legislation on products. The 

system is available to the Commission and market surveillance authorities in the Member States and 

will have a public interface in order to comply with the obligation to inform the general public and 

ensure transparency. The Regulation sets out the framework for international cooperation with third 
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countries or international organisations to ensure Union harmonisation legislation on products is 

enforced. It also provides for a system for product related pre-export controls carried out by a third 

country on products, before they are exported to the Union. The details of the implementation of 

this system will be established by implementing acts.   

 

Chapter IX – Financial provisions The Regulation provides for the financing by the Commission of 

activities in all matters falling under the general market surveillance policy for the Union. 

 

Chapter X – Final provisions The Regulation provides that Union harmonisation legislation listed in its 

Annex will not be governed by Articles 15 to 29 of Regulation (EC) No 765/2008. 23 legal instruments 

set out in the Annex to this Regulation have to be amended, by deleting references to Article 15 to 

29 of Regulation (EC) No 765/2008. The Regulation also amends Directive 2004/42/EC of the European 

Parliament and of the Council22.  

 

Chapter XI – Penalties, evaluation, committee procedure and entry into force and application while 

recognising that establishing penalties is a national competence, this Regulation sets out guiding 

principle for penalties.  The Regulation also lays down for standard provisions on evaluating the 

application of this Regulation and on the committee procedure for adopting of implementing acts.     

 

 Annex  The Annex lists the Union harmonisation legal instruments for products, thus determining 

the scope of the application of the Regulation.    

 

 

2.3 Public Consultation 

 

Interested parties are invited to submit comments by Tuesday, 31st July 2018. 

 

 

3. Conclusion and entry into force 
 

The framework established by this Regulation should complement and strengthen existing provisions 

in Union harmonisation legislation relating to the provision of compliance information about products 

and the framework for cooperation with economic operators, the market surveillance of products 

and controls on those products entering the Union. 

 

The entry into application of the proposed Regulation shall be 1 January 2020. This is to allow Member 

States, market surveillance authorities, and the European Commission through the Union Product 

Compliance Network to make the necessary practical arrangements and legislative changes.   

 

 

For any other information kindly contact the Technical Regulations Division of the Malta 

Competition and Consumer Affairs Authority using the following contact details: 
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 Attn: Director General – Technical Regulators Division  

Email: info@mccaa.org.mt 

 

 

Malta Competition and Consumer Affairs Authority  

 

Mizzi House,  

National Road, Blata l-Bajda, 

ĦMR9010,  

Malta Tel no: +(356) 23952000 Fax no: +(356) 21242406 

 

 

 

 

This Consultation document is not intended to be an exhaustive description of the instrument nor a 
substitute thereof or a legislative supplement to it. This Note does not purport to be an authoritative 
ruling on the interpretation of the legislation. 

 

  

 


