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1. Introduction

The Committee on the Environment, Public Health and Food Safety has visited the 
European Medicines Agency (EMEA) regularly every two years since the 
establishment of the Agency. 

This time, the delegation consisted of five members. It was chaired by Mrs Dagmar 
Roth-Behrendt (Germany, PSE), who is also the Committee's contact person for 
EMEA. The other members of the delegation were Adamos Adamou (Cyprus, GUE-
NGL), Dorette Corbey (the Netherlands, PSE), Karin Scheele (Austria, PSE) and 
Marcello Vernola (Italy, PPE-DE). The delegation was accompanied by Andreas 
Huber and Virpi Köykkä (Environment Committee secretariat) and Anna Pavlou, 
assistant to Mr Adamou. Dermott Scott, Head of Parliament's Information Office in 
London, also participated in the meeting.

The representatives of the European Parliament on the EMEA Management Board, 
Prof. Giuseppe Nisticò and Prof. Björn Lemmer had been invited to the meeting by 
EMEA. Their substitute member of the Board, Prof. Jozef Holomáň, was 
unfortunately not able to attend.

2. Preparatory briefing in Brussels

The delegation prepared for the visit by a briefing in Brussels on 19 September by Dr. 
Martin Terberger from DG Enterprise. He raised in his presentation a number of 
issues relating to the role of EMEA in the authorisation of new medicines, 
pharmacovigilance and scientific services to SMEs, its administrative structure, staff 
and financing as well as trends in its workload due to the increase in the number of 
applications. As regards implementation of the 'pharmaceuticals package' of 2004, 



most elements were already in place. Dr Terberger also mentioned the problems 
occurred in the implementation of the clinical trials directive, which has led to some 
companies to move their clinical trials outside Europe, in particular to India and 
China. 

3. Visit to EMEA

Structure of the visit

The visit started in the morning of 21 September with opening statements by Thomas 
Lönngren, Executive Director of EMEA, and the chairman of the delegation, Dagmar 
Roth-Behrendt, MEP. Mr Lönngren then gave an overview on the main developments 
during the 13 years of operation of the Agency. 

Instead of using a traditional structure based on presentations by EMEA staff
followed by short discussions on individual topics, the meeting followed a more 
interactive model based a selection of interlinked topics presented briefly by senior 
staff members for discussion. In addition, briefing notes prepared in advance were 
available on each topic for the members of the delegation.

Overview, budgetary issues, communication

The Agency has experiences a period of rapid developments since 2002 due to the 
adoption of a bulk of new legislation (directives on medicines for human use and 
veterinary use, orphan drugs, paediatric medicines), considerable increase in the 
number of applications and enlargement. In practice, all new medicines in the world 
are assessed by EMEA. Consequently, the post-authorisation activities have increased 
as well. These developments have also led to an increase in fee revenues.

In 2008, the EMEA priorities will include 
- provision of high-quality scientific service
- safety of medicines
- early availability of medicines
- creation of environment which stimulates innovation
- European medicines network
- fostering transparency, communication and provision of information
- strengthening the international dimension of the work of EMEA.

As regards the budget and staffing, a modern management system has been put in 
place which allows a detailed control of resources. Activity based budgeting shows 
where the money goes. Approximately 80% of EMEA's income comes from fees, 
20% from the EU budget. In general, the level of fee income has been fairly stable, 
with few exceptions. It is, however, impossible to anticipate the number of 
applications per year. This has led to a situation where in some years there is a surplus 
and in some other years a deficit. The financial regulation does not allow the Agency 
to save money for the future, although the 'Romero facility' created a few years ago 
made it possible to transfer the surplus of the previous year to the budget of the 
following year. From the Agency's point of view, there has been a lack of match 
between legislative reforms bringing new tasks and financing.



The discussion on budgetary issues focused on the use of the fee income and the 
Community contribution as well as the possibility to change the structure for 
collecting fees (fee per service vs. fee per sold medicine). The Agency cannot decide 
on how the fee income is collected. Any change in the collection of fees would 
require a change in legislation.

Members of the delegation underlined that the "maintenance" of each dossier (any 
subsequent work related to a drug authorised by EMEA) should be financed by fees. 
Moreover, while it was not possible to use fee income to finance incentives in the 
same area, it might be possible to use them for incentives in other areas. Fees could 
also be used for services or infrastructure, which directly serve authorisation holders 
(e.g. website). 

The Agency also receives more and more questions on the pricing and affordability of 
medicines, although they are not EMEA's responsibility. In the discussion, it was 
pointed out that the cost of drug could not be the decisive factor for authorisation nor 
for prescription. However, the market for pharmaceuticals was diverted in the 
European Union of 27 Member States, which then had direct consequences for 
patients as regards access to information on medicines. Eudrapharm -database could 
provide a solution but in reality its implementation for other than centrally authorised 
medicines was very difficult. 

The escape of clinical trials outside Europe was also brought up in the discussion. Mr 
Lönngren reminded the MEPs that EMEA was not responsible for controlling clinical 
trials. EMEA had to scrutinize, however, the documentation on clinical trials every 
time when an authorisation application was submitted to it. If the trials had not 
respected Good Clinical Practice, no authorisation could be granted. 

As regards telematics, EMEA has been constructing a European telematics system 
since 2002, consisting of a number of elements for internal and external 
communication. All systems that were planned were now in operation, but the 
development work continued on the side. The main challenge was still data input. Full 
information was available only on centrally authorised products (approx. 400). As 
regards products authorised by mutual recognition procedure or at national level (over 
200.000), EMEA was dependent of information provided by national authorities. In 
order to be able to develop telematics systems, it was necessary to know what the 
different stakeholders really need. Another major challenge was interoperability and 
information transfers to primary health care and back to pharma industry. 

Implementation of legislation

The second part of the meeting was devoted to EMEA's core activities: safety of 
medicines, implementation of the pharmaceuticals package, orphan drugs and 
paediatric medicines. 

Safety of medicines is constantly high on the EMEA agenda. Community legislation 
requires that adverse reactions are reported electronically. EMEA has established 
Eudravigilance database, where national authorities, pharmaceuticals industry and 
sponsors of clinical trials are due to report of adverse reactions. Enlargement has 
made the management of the safety system more complex. All aspects relating to 



safety are monitored, since the overall quality of the system is determined by the 
weakest link. Therefore, output of the system is determined by the input by those who 
should report. Two Member States (Belgium, Romania) are still not reporting, but at 
least the main pharmaceutical companies fulfil their reporting obligations. Moreover, 
patients call for more 'independent' information. That could be done by encouraging 
health professionals to be more involved in pharmacovigilance and report to national
authorities and health professionals. 

The pharma package adopted in 2004 is being now fully implemented. It has had 
major consequences on EMEA especially due to the enlarged scope of the centralised 
authorisation procedure. For instance, generic industry has become a new stakeholder 
and the overall number of applications has approximately doubled. The 'failure rate' of 
new medicines is fairly big, which means that not all applications lead to 
authorisation. EMEA provides scientific advice to industry, which is a way to 
encourage and stimulate the development work. The recent initiative on Innovative 
Medicines Joint Undertaking is also due to address the bottlenecks in drug
development. 

As regards orphan drugs, there has been a clear increase in applications during the 
past few years. Approximately 85 drugs are reaching the authorisation stage. Fee-
waivers for orphan drugs are financed through a separate EU budget line, which is €6 
million per year. Most applications concern different types of cancer. 

Paediatrics regulation is now in the implementation phase. The Paediatrics Committee 
started its work in July. Work on paediatrics will be complicated since products may 
have several indications. EMEA has already received 12 requests for scientific aid, 
which is a good sign for the future. 

The status of traditional herbal medicines changed in 2004, when new provisions 
were added to the directive on medicines for human use. The Committee on Herbal 
Medicines has been working now for three years but not without difficulty. Main 
thrust of work takes place at Member State level. Few Member States have an interest 
in this issue which also shows in the implementation of the provisions on herbal 
medicines. Moreover, big producer countries, like China and India, put a lot of 
pressure on the EU.  

The implementation of the new regulation on advanced therapy medicinal products 
(ATP), which is due to enter into force in the beginning of 2008, is being already 
prepared by EMEA and the Commission. The regulation brings along a number of 
challenges. Some of the products to be assessed under the new provisions combine a 
medical device with a medicinal product which means that EMEA will need special 
expertise for the evaluation of medical devices. The regulation foresees the 
establishment of a new committee and the setting up of a number of guidelines. The
regulation was adopted more quickly than expected, which has put extra pressure on 
the implementation at EMEA, especially because such an early adoption was not 
anticipated in the EMEA budget for 2008. A 'cross-agency team' has been established 
to facilitate implementation.

After the setting up of the Committee on Advanced Therapies, the number of 
scientific committees within EMEA will be six. Consequently, the system becomes 



more and more complicated to manage. Careful coordination between the committees 
is vital. The increase in the number of committees and their meetings puts pressure on 
the experts, since some of them work for two committees. The crucial question is how 
to best involve national authorities in the work of EMEA so that they can feel that 
they also benefit from it. Another challenge is the increased use of independent 
experts, i.e. scientists who do not work for the national authority and who are not paid 
separately or sufficiently for their services. When looking for very specific expertise, 
conflicts of interests also tend to become more and more common. 

Other issues

In the end of the meeting, a number of other issues of relating to pharmaceuticals 
were briefly discussed, such as antimicrobial resistance, pandemic preparedness, 
counterfeiting of medicines and information to patients.  As regards antimicrobial 
resistance and pandemic preparedness, EMEA is working closely together the 
European Centre for Disease Prevention and Control, on their respective competence 
areas. As regards counterfeiting, the problem is biggest outside Europe. New methods 
to prevent counterfeiting can be developed and the supervision and enforcement of 
existing laws strengthened but the problem can never be completely solved. 

From EMEA's point of view, there is room for improvement in information to patients 
on pharmaceuticals. Currently, EMEA involves patient groups in communication if a 
product is withdrawn from the market. However, patient groups do not all share same 
views on how patients should be informed. The matter is currently discussed in the 
Pharmaceutical Forum set up by the Commission. 

More detailed information on the issues mentioned is available in the EMEA briefing 
notes.
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