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SPEECH 
 

Dear President, 
 
Ladies and Gentlemen, 
 
Let me start by congratulating the organisers for the 
choice of beautiful places for their annual events.  Last 
year, I had the pleasure to join you in Rome and it was an 
equal pleasure for me to come to Nice. 
 
The context of our discussions is serious – you could 
even say alarming.  The vision of universal and affordable 
access to high quality care for everyone in the EU is 
facing a number of important challenges - including the 
financial and demographic landscapes, technological 
progress, and public attitudes and expectations. 
 
The most obvious pressure for change stems from 
financial constraints.   
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For decades, in almost all European economies 
expenditure on health has absorbed – and continues to 
absorb – an increasing proportion of GDP.  Combined 
public and private spending accounts for 8-9%, tendency 
rising.  This is not sustainable, especially under the tall 
shadow cast by the economic crisis.   
 
Therefore, efficiency gains are urgently required to 
improve the sustainability of our health systems.  
However, efficiency is not simply about cuts across the 
board, but rather how to spend and invest better.  
 
The very success of health policies over recent decades 
has led to a marked upswing in life expectancy across the 
European Union. 
 
This shifts the demographic balance towards a 
progressively ageing society.   
 
The Commission has just released a report, analysing the 
economic and budgetary impact of an ageing population 
over the longer term.  
 
On the basis of current policies, age-related public 
expenditure, covering health and other sectors, would 
increase by around 4 percent to around 29% of GDP 
between 2010 and 2060.  
 
As a result, by 2060 governments would spend, as a 
share of GDP, almost one third more on healthcare and 
long-term care than is the case today.   
 
Another upward pressure stems from technological 
advances.  Technology can save lives and even improve 
care to our citizens and trigger cost efficiency in the long 
term.  However, it tends to require costly investment.  
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In addition, the attitudes of citizens are changing and their 
relationship with medical authorities and practitioners.  50 
years ago, patients were very much on the receiving end 
of healthcare.  Today, their needs and aspirations have 
changed.   
 
Patients are becoming progressively more directly 
involved in the management of their own healthcare, and 
this trend is likely to continue into the future. 
 
This was amongst the findings of a Eurobarometer survey 
on "patient involvement", published last month.   
 
A key drive of change are the Information and 
Communication Technologies.  Information has become 
much more freely available and accessible to the majority 
of citizens.  More fundamentally, the ICT allows us to 
radically change the way how we deliver healthcare.  
eHealth, for example, allows into a shift away from long 
stays in hospital, when avoidable, towards greater self-
responsibility and treatment and recovery at home.  
 
This changing face of healthcare presents us with the 
over-arching challenge of successfully meeting, the health 
and care needs of European citizens in the future.  
 
To do this we urgently need to restructure our health 
systems and create strong incentives to encourage the 
appropriate delivery of cost-efficient interventions. 
 
We need to focus more on: 
 
• preventing diseases and disability;  
 
• empowering citizens with information;  
 
• delivering care closer to people's homes; and  
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• improving the efficiency of care. 
 
Self-care can and will make a significant contribution here 
– particularly as patient knowledge increases – promising 
an important contribution towards the overall goal of more 
sustainable healthcare.  
 
Over the counter medicines, offer a simple, discreet and 
tailored response to the needs of individual patients. 
 
In order to support this process of change in the 
healthcare sector, the European Commission has taken a 
number of initiatives.  Allow me to turn to some of them 
which are of particular interest to you. 
 
Ensuring the safety of medicines 
 
Let me now start with the safety of medicines.  My basic 
philosophy is very simple.  It is 'safety first'.  For 
medicines there is always the need to balance benefit 
with risks, but we must aim at the highest standards.   
 
The new pharmacovigilance legislation adopted in 
December 2010 will start to apply next month, marking 
the move from national pharmacovigilance systems to a 
truly harmonised EU system, with a strengthened focus 
on public health protection.  
 
Patient confidence in medicinal products is clearly 
essential for their therapeutic compliance.  
 
Europe patients need to be able to rely on a system that 
only allows medicinal products that meet strict criteria for 
quality, safety and efficacy to be kept on the market.   
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A key element of new legislation reflects the increasing 
role of patients as responsible actors in their own 
healthcare, by empowering patients to report adverse 
drug reactions. 
 
We have also clarified the tasks and responsibilities 
between national competent agencies, the European 
Medicines Agency, marketing authorisation holders and 
the Commission.  
 
At the same time, the new legislation has the potential of 
significantly reducing necessary 'red tape' by better 
adapting the system to the risk profile of the product. 
There is no need for example to undertake a systematic 
review of all authorised medicines whose safety profile is 
well-known. Such a review will take place only case by 
case and where justified. I am keen that this potential is 
fully materialising when the new legislation is applied step 
by step in the years to come, also paying close attention 
not to unduly limit the availability of medicines which is a 
key objective for me. 
 
New pharmacovigilance proposals 
 
In addition to the 2010 legislation, the Commission 
adopted in February of this year two new proposals on 
pharmacovigilance.  
 
These proposals include provisions to fill the gaps 
identified in the stress test carried out by the Commission, 
in the light of the Mediator case.   
 
• First, when a Member State takes action on a 

marketing authorisation of a medicinal product, an EU 
assessment would be triggered automatically at EU 
level, to ensure common action across the entire EU;  
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• Second, marketing authorisation holders would be 
obliged to specify the reasons to competent authorities 
when they take voluntarily measures to withdraw a 
product from the market; 

 
• Third, all medicinal products subject to post-

authorisation safety conditions would be included in the 
new public list of medicinal products subject to 
additional monitoring. Full transparency would be 
ensured. 

 
The proposals are now under discussion and we are 
hoping for swift agreement between the Institutions before 
the end of this year. 
 
Falsified medicines legislation  
 
The new Directive on falsified medicines is a further 
initiative aimed at strengthening public health protection. 
 
The Commission is currently working on a delegated act 
on a unique identifier to be placed on the outer packaging 
of prescription medicinal products, to enable the 
verification of the authenticity of a medicinal product.  
 
This feature will in general not apply to over the counter 
medicines, except in exceptional and justified 
circumstances.  I am firstly aware of the importance of 
this element for your sector, and I can reassure you that I 
am convinced that we need to avoid any undue burden 
which does not increase patient safety.  
 
The Commission is also taking forward new rules 
governing the import of active substances and the 
principle of good manufacturing practice for active 
substances.  
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In addition, we will also be working on implementing the 
design of a common logo legally identifying online 
pharmacies.  This initiative is planned for next year. 
 
Improving the availability of medicines  
 
Let me turn now to the fundamental question of the 
availability of medicines.  Medicines need to be safe.  But 
they also need to be available.  Otherwise, we are 
defeating our purpose. 
 
In order to get a deeper understanding of the underlying 
problems, I have therefore initiated a study. It shall 
analyse to which extent patients in the Member States, 
particularly in smaller ones, indeed face problems of 
availability.  It shall also identify which factors lead to such 
problems of availability.  And it shall analyse how, and to 
what extent, recent changes to EU pharmaceutical 
legislation and its implementation have served to alleviate 
such problems.  I want to know, how we can best use the 
regulatory tools at our disposal in order to ensure optimal 
availability of medicinal products, in the interest of 
patients and public health. 
 
For example, EU legislation encompasses provisions on 
continued supply of products placed on the market.  We 
need to work together to ensure smooth implementation 
and optimal use of the regulatory framework, along with 
industry, patients, healthcare professionals and health 
authorities. 
 
Let me now turn to medical devices – for which we plan to 
present proposals for new EU regulations later this year.  
 
These will seek to enhance the level of safety of medical 
devices; provide a framework that is supportive for 
innovation; and make the regulatory system more 
transparent.  
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More specifically: 
 
• The scope of the regulatory framework will be better 

defined;  
 
• The control of notified bodies will be reinforced; 
 
• The requirements concerning clinical evidence will be 

strengthened and clarified;  
 
• Improvements will be made in the areas of vigilance 

and market surveillance; and 
 
• Requirements regarding traceability will be introduced. 
 
In the short term, however, in response to the PIP breast 
implants scandal, I have asked Member States to 
contribute to a joint plan for immediate action on the basis 
of the current rules.  
 
This plan will tighten up controls; provide a better 
guarantee of the safety of medical technology; and begin 
to restore patient confidence.   
 
Providing patients and consumers with the right 
information 
 
After I saw how the availability of medicines decreased 
after Malta's accession to the EU, this aspect has become 
a crucial part of our pharmaceutical policy – even if the 
EU only has been part of the responsibility. 
 
Finally just a few words on the important and difficult 
issue of health claims in relation to botanical 
products.  
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Botanicals are an important part of medicines as well as 
of food. I am very sensitive to this reality in our Member 
States as it reflects the choices of our citizens. They want 
to have access to the products of their choices – and they 
should have correct and reliable information on their 
products. 
 
The applicable legislative framework has set out different 
rules: Where botanicals are presented as medicines, they 
can benefit of a simplified registration procedure based on 
traditional use, but they fall under strict rules on good 
manufacturing practices, pharmacovigilance etc.  
 
By contrast, where botanicals are presented as food, they 
do not need an ex ante market approval. However, if they 
want to bear health claims, they have to provide justifying 
evidence. Traditional use as such is not foreseen by the 
legislation. 
 
On this basis, assessing existing health claims for 
botanical food would mean that only very few claims 
could be maintained. 
 
The Commission is continuing its reflection on whether 
this is the appropriate outcome as intended by the 
legislator or whether we need to consider a new 
approach. This decision will have to be taken soon. 
 
Conclusion 
 
Ladies and Gentlemen, 
 
Tighter budgets, new technology, an ageing society, 
increasing demands from patients – all these issues 
collectively mount an overwhelming case for the urgent 
restructuring of European health systems.  
 



11 

Smart investment in health coupled with smart innovation 
provides the keys to the more efficient and sustainable 
healthcare systems we need to create for the future. 
 
It would be wrong to talk about health just as a "cost".  
We should think of health as a long-term investment with 
a significant rate of return. 
 
It is imperative that patients can be assured that safe and 
good quality healthcare will be there for them when they 
need it. 
 
And in times of financial hardship, the need for proper and 
sustainable investment in health is crucial to ensure a 
healthy population emerges from the crisis – fit and able 
to meet the challenges and embrace the opportunities 
that the future holds in store. 
 

End 
 


