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SPEECH  
 

 

Ladies and Gentlemen,  

It is a great pleasure for me to be here this evening.  

Health and healthcare as well as a vibrant healthcare 

industry are key factors within the broader context of 

Europe's economic development. A healthy population – 

and a healthy and vigorous workforce – are essential to 

ensure our future prosperity. 

The availability of affordable medicinal products forms an 

integral part of the improvement of people's health across 

the European Union. 

We need to work closely together to face the many 

challenges that lie ahead and to prepare the ground work 

for a successful and sustainable future. 
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In the European Union, health represents some 15% of 

governmental expenditures– a percentage which is set to 

increase, not least because of the fact that our 

populations are ageing.  On average, public spending on 

pharmaceuticals makes up 1% of GDP. 

An ageing Europe will need, more than ever, a strong and 

competitive health industry. It will also need patients who 

are sufficiently aware and informed to be able to take 

some decisions on their own. 

The Directive on patients' rights in cross-border 

healthcare, adopted earlier this year, marks a positive 

step towards overcoming the obstacle of fragmented 

health systems in Europe. With public budgets under 

pressure, more Member States struggle to finance health 

infrastructure or to purchase new, innovative medicinal 

products.  
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It is of highest importance that Member States focus their 

spending on those health interventions with the highest 

added value for the patients and society. To achieve this, 

Europe needs to come to a broader use of Health 

Technology Assessment tools in the Member States. The 

Commission can support Member States in their efforts, 

based on the new guidelines provided in the Directive on 

cross-border healthcare.  

European cooperation on Health Technology Assessment 

can save resources in Member States as the therapeutic 

part is similar in all Member States. It can also cut red 

tape for the industry if we succeed to replace divergent 

national assessments through a common set of rules.  

I am delighted that two of your members are actively 

involved in the European Innovation Partnership on 

Active and Healthy Ageing as part of the Steering Group. 

I believe they will act as ambassadors advocating for the 

views of EFPIA members. This is of key importance to 

ensure stakeholder voices that are not represented in the 

Steering Group but it is also critical for the success of the 

Partnership that all voices are heard and taken into 

account. 
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As you are all aware, the Partnership is a dynamic 

process evolving quickly. Currently we are at the stage of 

developing three priority areas: 

 Innovation in support of awareness, early-

diagnosis, screening and prevention 

 Innovation in care and cure by promoting 

integrated care and chronic disease 

management and treatment 

 Innovation in products and services for the sake 

of market growth and competitiveness 

 

These will be developed into concrete actions in the 

Strategic Implementation Plan. 

Your members will play a critical role in creating 

partnerships with other parties to put forward concrete 

actions around these three areas - particularly regarding 

compliance/adherence, prevention, and evidence for cost-

effectiveness assessment.  

This will also include new responsibilities and 

commitments. 

Turning specifically to the pharmaceutical area, let me 

stress that I consider pharmaceutical industry to be a 

crucial partner in providing European patients access to 

safe and effective medicines.  
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The main contribution from the European Commission 

has been to develop an appropriate legal framework over 

the past years.  

A recent step in this direction is the new legislation on 

pharmacovigilance. In addition to a review of the 

pharmacovigilance system to address needs for 

increased coordination, proportionality and transparency, 

it provided an opportunity to respond to a lack of certain 

medicines on the markets of some smaller Member 

States., An issue often linked to a low expected return on 

investment.  

Changes to the regulations on linguistic regimes and 

labelling have been introduced. This alleviates the burden 

on companies and should increase availability of 

medicines for patients.  

However, in terms of implementation a lot remains to be 

done. The Commission has addressed this and I would 

like to invite and indeed encourage you to provide your 

inputs to any public consultations in relation to this matter.  

Another important step forward is the legislation on 

falsified medicines. This was only possible thanks to good 

collaboration among all parties including particularly 

EFPIA. 
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I am happy to announce that the text is now signed by the 

Council and Parliament, and ready for publication very 

soon in the Official Journal.  

The cornerstone for the implementation of this legislation 

will be the safety features. I very much welcome that 

EFPIA is closely cooperating with other stakeholders, in 

particular the wholesalers and the pharmacists, in order to 

present a joint paper on the design and management of 

these safety features. 

Another topic of key importance is information to patients. 

 Improving the regulatory framework on information to 

patients on prescription-only medicines remains an 

important issue if Europe wants to provide patients fairer 

access to such information. I continue to believe that the 

industry has a role to play in this context. 

The Commission is currently preparing its revised 

proposals under consideration of the amendments 

adopted by the European Parliament. They will redefine 

the initial proposal taking the patient's perspective. In 

particular, this means obligations to publish certain 

information, a general ex-ante control and restricted 

means of publication.  
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I am optimistic that Member States will be willing to 

engage in a detailed discussion once the modified 

proposals are available 

If we want to continuously stimulate pharmaceutical 

innovation in Europe and give patients access to the most 

recent healthcare, we will need to revise our legislation on 

clinical trials. These are crucial to improve the use of 

existing medicines and existing treatments. This is 

particularly relevant in the context of today's budgetary 

constraints.  

The current framework achieves a high level of protection, 

but it has led to complicated procedures in particular for 

multi-national trials. The Commission is determined to 

address this through appropriate proposals in 2012. 

 

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

******* 

Ladies and Gentlemen,  

We have worked well together in the past to achieve our 

common goals – the highest level possible of public 

health protection and patient's confidence in safe, efficient 

and high quality medicines.   



9 

I look forward to continuing our fruitful collaboration to 

meet the challenges ahead.  

Thank you for your attention. 
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