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BREAKFAST EVENT AT THE EUROPEAN INSTITUTE  
21 SEPTEMBER 2011:  8:15 HRS 

 
"RESPONSIBLE INNOVATION FOR CITIZENS AND PATIENTS" 

 

Ladies and Gentlemen, 

I am delighted to be here with you today at the European 

Institute in Washington. 

I would like to speak to you about innovation with a 

particular emphasis on how innovation must be 

underpinned and driven by safety and benefits to society. 

  This is what I term "responsible innovation". 

Safety is the foundation on which European health and 

consumer policies are built.   

Indeed, safety is the common thread that runs through the 

full range of responsibilities I hold in my capacity as 

European Commissioner for Health and Consumers.  

Pharmaceuticals, medical devices, and all aspects of 

health services must be safe. Food and all other products 

offered to consumers must be safe. 
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Whilst ensuring the health and safety of our citizens, we 

must on one hand see that innovation fits this purpose 

and is generally of benefit, and on the other hand, as 

regulators, create the environment which incentivises 

innovation as this is beneficial to all our citizens. 

We need innovation of products, services and processes. 

 We need innovation in organisation structures, 

management practices, business models and financing 

models. 

We want innovation that is fully inclusive; that involves all 

stakeholders and that reflects societal needs and 

priorities. 

Innovation is necessary for economic progress.  Progress 

presupposes the improvement of consumer wellbeing 

which in turn includes safety.  In fact, safety of 

consumers, in turn, nurtures and reinforces consumer 

trust.  Indeed, without consumer trust, there is no market. 

Let me expand on this by considering some of the main 

areas within health and consumer policy. 

**************************************************************** 

Our philosophy is very simple – "products must be safe".  

There can be no compromise on safety.    
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To ensure that this is the case, the Commission has set a 

strong set of rules to detect, withdraw and recall products 

that pose risks to the consumer. 

While in Europe, producers bear the primary responsibility 

for ensuring that the products they put on the EU market 

are safe; it is the duty of the Member States to enforce 

product safety rules and to notify products that pose 

serious risk through an EU-wide rapid alert system (the 

so-called RAPEX system).   

This information is distributed to other Member States and 

to consumers who can then take action accordingly. 

Through the application of these rules, we can maintain a 

high level of safety for consumers, whilst protecting the 

integrity of the European internal market and its 

compatibility with global requirements.   

In addition, the growing cooperation with the Product 

Safety Authorities of our trade partners, such as the US 

and China, contributes to ensuring a high level of safety 

at source and across the borders. 
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But how does innovation come into play and how does it 

help achieve safety?  We see that products notified under 

the rapid alert system often contain dangerous chemicals 

or have design features that can harm consumers.  

It is exactly in these cases that innovation can help 

manufacturers to discard the harmful elements in their 

products and to provide a higher level of safety.  

Product design must be aimed at eliminating all risks to 

citizens' health and safety.  

This is particularly true when it comes to medicines and 

medical devices.  

Medicines and medical devices must be safe, effective 

and efficient; as well as easily accessible and affordable. 

The EU regulatory framework on medical devices has 

brought about positive results over the last 20 years.  

Our system supports innovation in the field of medical 

technology, allows rapid access of new devices to the 

market; and is cost-efficient.  

We are currently updating our system, to ensure:  
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 that the rules are adapted to technical and scientific 

progress and innovation;  

 that the rules are effectively enforced across the EU: 

and  

 that we have the necessary instruments in place for 

transparent, sustainable and efficient management 

of the system.  

My objective is to further improve the protection of our 

patients' health and safety and to reinforce Europe's 

position at the forefront of innovation in medical 

technology.  

This means, for example, to set out the right framework 

for innovative medical devices such as those based on 

tissues and cells or involving genetic tests. 

This will also require enhanced co-operation at 

international level.  I therefore welcome the initiative to 

transform the "Global Harmonization Task Force" into a 

global forum for medical device regulation. 

The central role of permanent innovation which respects 

the highest safety standards similarly applies to 

pharmaceuticals.  
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On both sides of the Atlantic, we are constantly striving to 

develop new and better medicines, in a quest for scientific 

breakthroughs to cure currently incurable conditions or to 

treat patients in a more effective and efficient manner. 

In the EU we have a comprehensive legal framework 

which seeks to ensure the safety, efficacy and quality of 

medicines placed on the European market.   

Crucially, this legislation covers incentives for innovation, 

which is of key importance in addressing unmet medical 

needs. 

There is a delicate balance to be struck here between 

providing high quality, accessible healthcare on the one 

hand, and containing costs as a means to improve 

sustainability on the other.  

The goal is to find "smart" innovative solutions to help 

health systems become more patient-centred and more 

cost-effective. 

In relation to medical products in general, there has been 

some debate lately about which regulatory system – the 

EU or the US – ensures a higher level of protection for 

patients and which is more supportive to innovation.   
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I will not engage in this debate. Let me just stress that 

both the US and the EU regulatory systems secure a high 

level of patient safety, albeit via different paths.  

And as we are facing the same challenges on both sides 

of the Atlantic, I believe we should learn from each other 

and, where possible, strive for common solutions in the 

interest of our patients. 

 

---------------------- 

Turning to the food sector, it is now nearly a decade 

since the European Union completely transformed its food 

safety system, which serves to ensure safety at each and 

every step of the food chain, from farm to fork. 

One EU initiative stands out as a possible stimulus to 

innovation.  This relates to where food companies make 

nutrition or health claims in relation to their products. 

European rules on nutrition and health claims are 

designed to ensure that information provided to 

consumers is true and verifiable, and can therefore be 

trusted.  
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Our legislation provides for the drawing up of a list of 

permitted claims to be used by all food business 

operators.  

Our rules also allow, under certain conditions, the 

granting of the exclusive use of the proprietary data 

substantiating a health claim.  

This procedure can benefit innovative businesses 

willing to invest in scientific research and gather 

scientifically sound data to support an application for a 

health claim.  

Finally, I would like to raise a specific issue which holds 

huge promise for the future; but also harbours significant 

risk if legislators fail to handle it with due care. 

I speak of nanotechnologies – which provide a good case 

study as regards safe innovation. 

The European Commission has been promoting a safe, 

integrated and responsible approach to nanotechnologies 

since 2004. 
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The Commission has supported Research and 

Development, as well as safety research to establish a 

strong scientific basis for policy making. It has requested 

scientific opinions and guidance for risk assessment. It is 

reviewing and adapting EU legislation, it is monitoring the 

market and consumer information.  

In doing so, it is engaging international bodies, 

governments, and stakeholders to keep everyone on 

board as progress is made.  

Responsible innovation in nanotechnologies – with its 

vast range of possibilities – is still history in the making. 

We therefore need to keep the emphasis firmly on safety, 

while exploring the potential of such new technology. 

 

Ladies and Gentlemen,  

I believe safety and innovation must go hand in hand.  

These are the two key drivers of the responsible 

innovation agenda. 

I have highlighted some examples of how we are 

constantly striving to support innovation – without ever 

compromising safety.  
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I now look forward to listening to your views and 

answering any questions that you may have. 

Thank you for you attention 

 
End 
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