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Ladies and Gentlemen,  

I am grateful for the opportunity to address this International 

Safety Seminar organised by some of the major players in 

this area.  

As Commissioner for Consumer Policy, the safety of 

European consumers is naturally of central concern to me.  

As you will know, two important legislative initiatives are 

currently under discussion within the European institutions. 

They aim to improve the legal framework for medical devices 

and for consumer products with a view to enhancing the 

safety of patients and consumers. 

I very much appreciate the constant interest and support 

received from the members of your organisations on these 

two important and complex files.   
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The revision of the legislation on medical devices and in vitro 

diagnostics seeks to ensure the highest level of safety of 

these products. Safety comes first. At the same time, the 

proposals aim at maintaining Europe at the forefront of 

innovation in this important sector. 

The two proposals would considerably strengthen the 

requirements for placing medical devices on the market – in 

particular regarding the assessment of high-risk devices; the 

rules for designation and supervision of notified bodies; and 

the rules governing vigilance and market surveillance.  

At the same time, the proposals remain proportionate to 

enable innovation to flourish.  

Two key elements of the proposals have been subject of 

particularly intensive discussions over the last couple of 

months. 

As regards the system for approval of devices, the 

Commission's proposal was to maintain today's system. It is 

built on self-certification by the manufacturer in case of low 

risk and on verification by notified bodies in case of medium-

risk.  
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In case of high risk, the Commission has proposed to allow 

public authorities to have a second look at the assessment by 

the notified body. Such scrutiny would not cover all high risk 

devices. Instead, it would be limited to specific cases, e.g. 

where the product is particularly innovative or where 

particular problems occurred with the category of products.  

For the reprocessing of single-use medical devices, I strongly 

believe that we need European rules that fill the current 

regulatory gap. The Commission has proposed strict rules on 

reprocessing based on the latest scientific evidence.  It would 

allow the practice of reprocessing to develop further under 

clear and safe conditions leading to potential savings for 

healthcare systems.  

I would like to reaffirm my commitment to do my utmost to 

ensure that the proposed Regulations can be adopted within 

the current legislature.  

The Parliament, which voted its amendments in October, has 

given a strong political signal as to the urgency of this file.  
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Now it is up to the Member States to achieve a first 

examination of the texts rapidly in the interest of the patients 

and the industry. When I discuss with representatives from 

industry, I understand that they have a keen interest to 

rapidly achieve legal certainty by adaptations of the legal 

framework. My services are working together with the current 

Lithuanian Presidency and the forthcoming Greek Presidency 

to assist this process.  

The adoption and application of the new legislation will, 

however, inevitably take some time.  This is why the plan of 

immediate action under the existing legislation, agreed 

between the Commission and the Member States, is of such 

critical importance.  

By acting together, the Member States and the Commission 

undertook to do their utmost, on the basis of the current legal 

framework, to tighten up controls and improve patient safety.  

The plan focuses on four main areas: the functioning of 

notified bodies; market surveillance; vigilance and follow up 

of serious incidents; and transparency. 
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Good progress has been made on many of the points of the 

plan.  For example, in September the Commission adopted a 

Commission Regulation to ensure a consistent application of 

the minimum criteria to be met by the notified bodies. 

Commission also adopted a Recommendation clarifying what 

is expected by notified bodies when they assess 

manufacturers, in particular as regards unannounced visits.  

In addition, joint audits of notified bodies by Member States 

and Commission representatives have been taking place 

since the beginning of this year.  

Let me now turn to the more horizontal aspects of product 

safety.  The Commission adopted – in February of this year – 

the Package on Consumer Product Safety and Market 

Surveillance.  

The two proposed Regulations aim to establish a clearer 

legal framework for non-food consumer products and to 

reinforce the European market surveillance system, to the 

benefit of both EU consumers and businesses.  

The proposal for the Product Safety Regulation will enable 

better identification and improved traceability of products, by 

requiring the name and address of the manufacturer and an 

indication of where the products were made.  
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It also lays down clear requirements for all relevant economic 

actors in the supply chain, proportionate to their respective 

roles.  The proposal would also introduce a simplified 

procedure for the development of European standards.     

The proposal for Market Surveillance seeks to eliminate 

overlaps and inconsistencies in the way in which Member 

States carry out their enforcement activities.  

On finding an unsafe product, the EU-wide alert will continue 

be launched via the successful RAPEX system. Member 

States will be able to better plan and coordinate their 

enforcement activities in the framework of the Market 

Surveillance Forum.  

The third component of the package, a non-legislative Multi-

annual Market Surveillance Plan establishes a set of 

concrete actions to be carried out by the European 

Commission and the Member States to improve the 

effectiveness and efficiency of enforcement.  

The European Parliament and the Council have made 

tremendous efforts to secure the progress of the file through 

the legislative process.  
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Following a vote of the Internal Market Committee of the 

European Parliament on 17 October, we are on the verge of 

starting trilogue negotiations between the Parliament, the 

Council and the Commission. My aim is to have the new 

Regulations adopted by the spring of 2014. In order to be 

able to start negotiations further efforts are needed to bring 

closer the Members States positions on the politically most 

sensitive issue of the country of origin marking.  

As a general impression, it is heartening to hear from various 

stakeholders, including representatives of your organisations, 

that there is widespread support for the two Regulations. Of 

course there are still several issues that need further 

discussions and require political agreement.   

I am still confident that these two important legislative 

proposals can be adopted under the current legislature of the 

European Parliament.   

CEOC members can play an important role in relation to the 

overall level of safety of products on the market. You can co-

operate with national authorities and promote your services 

to companies, encouraging them to test products before 

placing them on the market.  
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I would encourage you and your members to make further 

efforts to improve your cooperation with national authorities 

and economic operators, providing them with your help, 

expertise and testing infrastructure.  

Before I close, let me briefly mention a couple of other 

issues. 

The Parliament, supported by a number of stakeholders, 

including CEOC, has requested the explicit mention of the 

precautionary principle in the text of the Product Safety 

Regulation.  

For the Commission, given that the precautionary principle is 

a general principle of EU law and applies in any case, we are 

not opposed to it being mentioned. 

Finally, in its report and amendments to the Product Safety 

proposal, the Parliament introduced a new marking system 

for non-food consumer products – the “EU Safety Tested 

Marking”.  

This is meant as a voluntary “trust mark” scheme, whereby 

the manufacturer indicates that the product has been tested 

and found compliant with EU safety requirements by an 

accredited and notified third party body.  
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A number of Member States and business stakeholders have 

expressed serious reservations concerning the 

implementation of such a system.  In anticipation of further 

analysis of costs and benefits from the European Parliament, 

the Commission has yet to adopt a position as regards this 

suggested new provision. 

Ladies and Gentlemen, 

Looking at today’s list of speakers and the condensed and 

comprehensive agenda, I imagine that you have all enjoyed a 

busy and fruitful afternoon.   

May I finish by wishing you all continued success in your 

activities – contributing to an ever better functioning internal 

market of safe products.    

Thank you. 
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