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1. POLICY ACHIEVEMENTS 

1.1 ACHIEVEMENT BY PRIORITY AREAS 
 
Efficient conduct of the Agency’s core activities 
 
In terms of the core assessment work of the Agency, 2008 was once again a highly productive year. 
The number of positive opinions adopted on marketing-authorisation applications for medicines for 
human use was higher than in any year to date. As a result, 66 new medicines — for the prevention or 
treatment of bone-cancer in children, immune-system diseases, HIV, rheumatoid arthritis and a range 
of other serious and debilitating conditions — will, once the approval process has been finalised, 
become available to European citizens. 
 
Assessment work in relation to paediatric medicines, rare-disease medicines, herbal medicines and 
veterinary medicines was intensive in 2008 too, while the volume of work in relation to the provision 
of scientific advice, the drafting of guidelines, the processing of variation applications and the conduct 
of pharmacovigilance activities was reasonably high overall. 
 
In the area of EU telematics, all systems required by the legislation were in production and continued 
to run largely on course.  
 
 
Continue to improve the safety-monitoring of medicines for human and veterinary use 
 
As in previous years, the Agency continued to apply a proactive approach to safety of medicines 
throughout their lifecycle.  
 
Implementation of the ERMS 
Work undertaken in the context of the European Risk Management Strategy (ERMS) included the 
development of an EU Regulatory System Incident Management Plan. In November 2008 the Heads 
of Medicines Agency (HMA) agreed on key principles and a procedure. This comes ahead of the 
launch of a pilot phase in the 1st half of 2009.  
 
Implementation of the European Network of Centres for Pharmacoepidemiology and 
Pharmacovigilance (ENCePP) 
The ENCePP Implementation Advisory Group (ENCIAG), an interim body, expected to champion the 
ENCePP project and support the EMEA in the establishment and initial operation of the network, was 
established in March 2008. One of the first activities of this group was to discuss the draft 
implementation strategy for the netwok. 
 
Other activities included the establishment of four permanent Working Groups were created to 
elaborate on important aspects of ENCePP, such as research standards and accreditation, transparency 
and independence, data sources and methodologies, and on inventory of research centres; and a 
Scientific Convention on EU healthcare databases for pan-EU pharmacoepidemiological research.  
 
Risk Management Plans (RMP) 
In a ‘review and learning’ project the EMEA looked at the experience gained with the practical 
application of the concept of RMP. This has resulted in a two-year work plan, which among others 
will focus on the review of risk minimisation activities at Member State level.  
 
Strengthening EudraVigilance 
Maintaining and further strengthening of the EudraVigilance system was again high on the agenda. 
The Agency undertook a number of initiatives aimed at improving the quality of data entered into the 
system. A call for tender for launch in early 2009 was prepared to address aspects such as recoding 
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and data cleaning. Work on the validation of the EudraVigilance Datawarehouse and Analysis System 
(EVDAS) continued during 2008, resulting in a more available, reliable and better performing 
EVDAS.  
 
Implementation of EudraVigilance Veterinary 
The implementation and development of EudraVigilance Veterinary (EVVet) continued in 2008 
according to the EVVet Action Plan. A sharp increase in the number of entered reports was observed 
in 2008.  
A further development stage of the EudraVigilance Veterinary Data Warehouse was concluded 
providing scientific query tools to analyse the data. The tools have already been tested by a subgroup 
of the PhVWP-V and other experts from National Competent Authorities  
 
Contribute to earlier availability of medicines for human and veterinary use 
 
Various activities of the Agency are dedicated to contribute to innovation and the availability of 
medicine.  
 
Implementation of the new regulation on advanced therapy medicinal products on target 
The new EU regulation on advanced therapy medicinal products entered into force on 30 December 
2008. All necessary preparations were carried out in 2008 so that the Committee for Advanced 
Therapies (CAT) was able to hold its first meeting on 15/16 January 2009. 
New procedures for the assessment of advanced therapy medicinal products were agreed, as well as 
procedures for the interaction between the CAT and the Committee for Medicinal Products for Human 
Use (CHMP) in the evaluation of marketing authorisation applications for these medicinal products.  
 
Implementation of the EMEA-CHMP Think Tank report on innovation and related Innovative 
Medicines Initiative (IMI) actions 
The Agency continued the implementation of actions stemming from the EMEA-CHMP Think Tank 
report on innovation and related Innovative Medicines Initiative (IMI). This included the ongoing 
identification of experts networks in areas such as paediatrics, advanced therapies, epidemiology or 
statistics; extension of the scope of briefing meetings of the Agency’s Innovation Task Force (ITF); 
inclusion of activities related to translational medicine in the CHMP work programme.  
 
Support for MUMS/Limited Market veterinary medicines  
The Agency continued its policy to support applications for products indicated for Minor Use/Minor 
Species (MUMS) and limited markets and accepted one application for marketing authorisation and 
one application for post-authorisation activities for such products with a reduced fee. 
During 2008 the Agency has also accepted requests to grant fee reductions for products indicated for 
MUMS and limited markets for one MRL extension and one line extension  
 
 
Strengthen the European medicines network 
 
The European medicines network, a partnership of more than 40 medicines regulatory authorities in 
the European Union (EU), is the basis of the EMEA’s success. Activities continued during 2008 to 
further strengthen the network. 

Improved resource planning  
Resources in the network are scarce while the areas of activities are growing. Work continued during 
2008 to develop planning processes leading to improved use and better efficiency of the available 
resources. As part of this, the Agency participated in the planning process at the level of the Heads of 
Medicines Agencies (HMA). In addition, the EMEA sent regular planning estimates of forthcoming 
applications for human medicines intended to be submitted through the centralised procedure to HMA. 
 
Improving efficiency of the network 
Various initiatives were aimed at improving the day-to-day operation of the EU medicines network. 
These included: an early notification system alerting the Member States of envisaged communication 
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activities on (emerging) safety related concerns; a draft EU Regulatory System Incident Management 
Plan; draft key principles for signal management in the EU. 
 
Other initiatives were looking at the way how meetings are run by the EMEA. This includes a number 
of projects aimed to improve the organisation of working parties, but also the increased use of video- 
and teleconferencing facilities in order to reduce the need for experts to travel to the EMEA. 
 
Optimising the European Medicines Network’s efficiency for veterinary pharmacovigilance 
The Agency continued the review of the functioning of the Pharmacovigilance Working Party and 
continued to contribute to the European Surveillance Strategy for veterinary medicines. 
 
Continuous competence development 
Training sessions for experts and assessors were held with a view to continuous competence 
development of the network. In addition, the Agency also contributed to the work of the Joint 
HMA/EMEA Training Project Team aiming to develop a strategy for training within the European 
Regulatory Network. 
 
 
Foster transparency, communication and provision of information 
 
The Agency continued to provide high-quality, timely, targeted and understandable information and 
made progress on some major transparency initiatives. 
 
Access to documents 
A draft “EMEA policy on the practical operation of access to EMEA documents” was published in 
December 2008 for public consultation. The document responds to increasing demands for access to 
EMEA documents, by establishing a robust system, capable of handling the increasing number of 
requests in a more efficient and consistent way, hence facilitating the day-to-day operation of public 
access to EMEA documents.  
 
Transparency of agendas and minutes 
Two meetings, with involvement of the Member States and the European Industry Associations, were 
held to make further progress on transparency of agendas and minutes of scientific committees. In 
addition, the Agency’s Management Board agreed in December 2008 to publish Management Board 
meeting documents.  
 
Access to EudraVigilance 
The EMEA prepared two policy documents on public access to EudraVigilance, one related to human 
medicines and one related to veterinary medicines. A public consultation exercise was launched by the 
end of 2008. The access policy will set out the rules for access of stakeholders, such as healthcare 
professionals, patients, pharmaceutical industry and the general public, to the data held in the database.  
 
Re-design of the EMEA website 
The redesign of the Agency's website started in 2008. With support from a web communications 
agency selected through a public procurement exercise, EMEA is finding new ways to deliver online 
information on medicines in a more accessible way to patients and healthcare professionals as well as 
improving the online experience for industry and the regulatory world.  
 
 
Increase the Agency’s contribution to international regulatory activities 
 
Recognising the importance of international cooperation for safer and better medicines around the 
world, the Agency made the contribution to international regulatory activities a new priority of its 
work. 
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Appointment of International Liaison Officer 
An International Liaison Officer was appointed to oversee and develop further the Agency’s 
cooperation with its international partners. 

Confidentiality arrangements with third countries 
The Agency progressed on the implementation of the confidentiality arrangements with the USA and 
started to work on the implementation plan of the confidentiality arrangements with the Canadian 
Authorities.  
Implementation of the confidentiality arrangements with the Japanese health authorities developed at a 
slower rate. 
 
Collaboration with WHO 
The Agency continued to collaborate with the World Health Organization (WHO) on medicinal 
products intended for markets outside the EU, quality matters and international non-proprietary names 
(INN) and participated in the launch of the WHO initiative “Make medicines child size”.  
 
Contribution to ICH and VICH 
The EMEA continued to contribute actively to the work of the International Conference on 
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) 
and for Veterinary Use (VICH). 
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1.2 ACHIEVEMENTS BY ABB ACTIVITIES   
 
(OPERATIONAL ACTIVITIES) 
 
Achievements by ABB activities are described in the Agency’s Annual Report 2008 as adopted by the 
Management Board on the 7th of May 2009. 
 
The Annual Report 2008 can be found in Annex 6 
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2. MANAGEMENT AND INTERNAL CONTROL SYSTEMS 

 
The European Medicines Agency is the European Union body responsible for coordinating the 
existing scientific resources put at its disposal by Member States for the evaluation, supervision and 
pharmacovigilance of medicinal products. 
The Agency provides the Member States and the institutions of the EU with the best-possible 
scientific advice on any question relating to the evaluation of the quality, safety and efficacy of 
medicinal products for human or veterinary use referred to it in accordance with the provisions of EU 
legislation relating to medicinal products.  

The Agency has developed and is implementing a long term strategy – Road Map to 2010. The 
document is supported by a multi-annual action plan which is incorporated in corresponding annual 
work programmes. The Integrated Quality Management system contributes to the achievement of set 
objectives and priorities.  

The Agency works with the Member States’ national competent authorities that provide scientific 
experts for the work of the EMEA scientific committees and working parties and rapporteurs and co-
rapporteurs in assessments of applications. The Agency considers the Heads of Medicines Agencies’ 
Strategy Paper when setting its priorities.  

The main Agency’s partners include the European Institutions, Member States’ national competent 
authorities, EU regulatory agencies and international health authorities. Stakeholders include patients, 
health care and veterinary professionals, industry associations  
 

2.1 INHERENT NATURE AND CHARACTERISTICS OF THE 
AGENCY’S RISK AND CONTROL ENVIRONMENT 

 
Rapidly evolving context 
One of the major characteristics of the Agency’s is constantly evolving pharmaceutical legislation, 
increase in the volume and complexity of the procedures.  

The implementation of the paediatric legislation in the previous year and the adoption of Community 
legislation on advanced therapy medicinal products at the end of 2008 has given new responsibilities 
to the EMEA.  

In 2008 five scientific committees conducted the main scientific work of the Agency supported in 
some cases by several working parties and scientific advisory groups. Preparatory work was carried 
out for the implementation of the advanced therapy medicinal products (ATMPs) legislation and the 
establishment of a new, the sixth, scientific committee (Committee for Advanced Therapies).   

Further legislative developments will occur. In the short term the Agency is preparing for the 
implementation of the revised legislation on the variations of marketing authorisations and maximum 
residue limits (MRL). In the mid-term, the Agency will commence preparations for possible future 
legislative changes in the areas of pharmacovigilance, counterfeit medicines and, possibly, the 
provision of information to patients.  

Following the authorisation of new medicinal products there is a cumulative increase in the work that 
is done to supervise these products, carry out pharmacovigilance activities and conduct other post-
authorisation tasks. In 2008, the Agency also saw the extension of the scope of the centralised 
procedure as foreseen in Regulation (EC) No. 726/2004. 
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The legislation on paediatric medicinal products has granted the Agency decision making powers. 
This has implications on the Agency whereby it becomes liable to legal challenges by the applicants 
regarding the decisions relating to the paediatric investigation plans.  

The first such legal challenge against the Agency’s decision is underway.  

The volume of activities strengthened by their increased complexity is growing from year to year and 
has to be accommodated by the Agency and its network partners. This trend is addressed through 
robust revenue and work planning process at the EMEA. 
 
Internationalisation of the regulatory environment  
The global nature of drug development and research, coupled with high regard of the EMEA in the 
international arena, further increased the Agency’s international commitments in the field of 
confidentiality arrangements, work of inspections and standardisation activities in 2008 and this trend 
will continue in the coming years.  
 
Financing of the Agency  
The Agency’s revenue consists of a Community contribution (general contribution, special EU 
contribution for orphan medicinal products and contribution for the EU telematics strategy), fees for 
applications and other revenue (administrative charges, etc). Over two thirds of the Agency’s revenue 
is derived from fees which impacts on the Agency’s management and control activities.  
 
Table 1  Revenue 20081 (€ ‘000)  

Source of revenue € ‘000 % 
Fees 126,318 69.07
EU contribution (including funds for orphan medicines) 45,997 25.15

- General 39,997 21.87

- For orphan medicines 6,000 3.28
Other revenue (contribution from EEA) 10,580 5.78
 
TOTAL REVENUE 182,895 100.00
 
Figure 1  Budget evolution 2004 – 2008 (please note that the EU contribution in the figure excludes 

the fund for orphan medicines) 
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1 Appropriation/Budget 2008 as of 31 December 2008 
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In 2008, 69% of the revenue of the Agency derived from the fee revenue which depends on the 
number of applications and is therefore inherently subject to fluctuation. The trend in dependency 
from fees for the agency is increasing year on year with the decrease in the relative percentage income 
from contribution from the EU budget (from 25% in 2005 to 22% in 2008). 
 
The graph below shows that the revenue forecast and actual fee revenue do not fully overlap which 
exposes the Agency to the risk of insufficient fee revenue with consequences on the ability to achieve 
set objectives.  
 
Figure 2  Fee revenue 1995 – 2008 (€ million) 
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To address the risk, the European Commission and the Agency had agreed on a mechanism that 
brought more stability to the annual budgets and softened the impact of volatility in fee revenue. This 
approach allowed the Commission to treat any positive balance of the Agency’s outturn account as 
‘earmarked revenue’, which was then made available in subsequent years to cover negative fluctuation 
of the fee revenue. However, with the revision of the Framework Financial Regulation in 2008 the 
European Commission intends to cancel this arrangement for all agencies. This intention creates a 
major risk for the Agency should the actual fee income decline unexpectedly. The Agency is 
discussing with the European Commission the possibility to maintain the mechanism in line with the 
recommendation from the European Parliament to allow a flexibility instrument for agencies that 
largely depend on fee income. 
 
In 2008 around 44% of the revenue was considered stable since it was not subject to fluctuation. This 
type of revenue includes the annual fee and the European Union (EU) contribution (albeit only after 
being finally agreed by the European Parliament in December before the new budget year) together 
with the EEA contribution.  
 
Furthermore 29% of the revenue was considered semi-stable as it is derived from post-authorisation 
activities mainly for variations and extensions. However, from 2010, with the implementation of 
Commission Regulation (EC) No 1234/2008 of 24 of November 2008 (Variations Regulation) the 
Agency estimates a decline in post-maintenance fees for variations which bears a financial risk.  
 
Payment to national competent authorities for services provided  
 
The legislation provides that the Agency should pay rapporteurs and co-rapporteurs for services 
provided “in accordance with a scale of fees” included in the financial arrangements established by the 
Management Board (Art. 62(3) of Regulation (EC) No 726/2004). In accordance with the “scale of 
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fees” the National Competent Authority for the rapporteur and co-rapporteur received a fixed 
percentage of the fee depending on the type of application. 
 
The Management Board at the meeting in June 2008 considered a proposal of the Executive Director, 
and endorsed a pilot phase with a view to be in a position to discuss a new remuneration proposal by 
the end of 2009. The Management Board assigned topic coordinators to follow the progress of the 
pilot phase closely. The Management Board also decided to maintain the Costing Group in order to 
clarify any technical difficulties that may arise.  
 
The Agency paid/committed in 2008 around € 66,42 million (approximately 35.20% of the Agency’s 
expenditure) to national competent authorities for services provided.  
 
With a change in the “scale of fees” from a fixed percentage to a possible invoice for the actual cost of 
the evaluation payments to rapporteurs would become difficult to plan.    
 
Activities for which payment to Member States is not provided 
 
Allocating new tasks to the Agency without providing for the appropriate resource base may lead to a 
risk for the implementation of such policies in future. Examples of non-financed activities through 
fees include: paediatric; orphan designation; herbal medicines and referrals. The issue of non-paid 
participation of civil society representatives and expert not associated with National Authorities also 
remains. The issue will be further considered within the ongoing discussion on the payment system for 
rapporteurs.  
 
Independence of experts and confidentiality  
 
Safeguarding commercially confidential information held by the EMEA and ensuring the 
independence of experts are areas in which failure by the Agency might result in serious reputation 
and financial consequences. The Agency has therefore implemented stringent procedures that enable 
the Agency to safeguard its commercially confidential information and assure the independence of its 
experts. 
 
The Agency applies a risk based approach targeting the checking of conflict of interests of 
Committees’ and Working Parties’ members, as well as experts serving on Scientific Advisory 
Groups, in full compliance with the provision laid down in Community legislation. 
 
Implementation of EU telematics programme 
 
The Agency is responsible for the implementation of the EU telematics strategy for pharmaceuticals, 
under the auspices of the telematics governance structure (telematics steering committee, telematics 
management committee, telematics implementation groups). The EU telematics strategy for 
pharmaceuticals is agreed between the telematics governance structure (Member States and the 
European Commission), the heads of medicines agencies group (HMA) and the EMEA Management 
Board. The various telematics initiatives aim to increase efficiency and enhance transparency, and to 
support and facilitate the operation of procedures established by pharmaceutical legislation. The multi-
annual and multi-national nature of the strategy gives rise to a particular management and control 
environment.  
 
Review of the Agency’s organisational structure 
 
The Agency has been conducting a structured process-improvement exercise since 2006. This work 
has resulted in the revision of the Agency’s organisational structure. The main objectives of the 
intended new organisation include: integration of the human pre- and post-authorisation (line 
extensions, variations and maintenance) procedures; more focus on safety-monitoring of medicines; 

                                                      
2 Appropriation/Budget 2008 as of 31 December 2008. 
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improving data management processes. Overall, the changes to the structure will ensure more 
accountability at various management levels, and will make the organisation better positioned to 
operate in the present conditions. The Agency is proceeding with this exercise applying proper change 
management approach.  
 

2.2 THE FUNCTIONING OF INTERNAL CONTROL SYSTEMS  
 
The Agency has implemented the Integrated Quality Management system (IQM) which is described in 
the IQM policy established in 1998 and significantly revised and adopted by the Management Board 
in 2004 (last revised December 2007).  The policy integrates the requirements of ISO9001:2000, 
regulatory framework, the Framework and the EMEA Financial Regulations, the internal control 
standards and the staff regulations and sets out quality management principles. 
 
In 2008, the Agency continued the implementation of the Internal Control Standards as adopted by the 
Management Board in 2004. In December 2008, the Management Board adopted the EMEA revised 
(16) Internal Control Standards in line with the standards adopted by the Commission. The revised 
standards come into effect as of 1 January 2009. The revision aims to change the emphasis in the 
internal control framework, making it more risk based and consequently more effective. The changes 
are also designed to rationalise the current standards, taking into account experiences gained, and to 
ensure that they are made more comprehensible to staff.  
 
The internal control standards together with other elements of the Integrated Quality Management 
system establish a number of tools within the control framework which together provide reasonable 
assurance regarding the achievement of strategic objectives.  
 
Some of the notable developments in the internal control domain include: 
 
Business and financial planning  
 
The Agency applies a stringent planning and monitoring process to ensure reliable estimation of and 
follow up to the fee revenue. The planning process encompasses review of environmental factors 
affecting the Agency in the coming years, preparation of fee and workload estimates as well as of the 
work programme for year N in January-February of year N-1 and update of the specific objectives and 
the estimates during October-November of year N-1.  
 
Considering the significant effects that the number of applications for products for human use has on 
the Agency’s budget, the Agency has implemented the business pipeline activity. The information 
generated is used to estimate initial marketing authorisation applications in the short to medium term. 
For post-authorisation activities, information on new applications and patterns that have evolved over 
previous years are used to create forecasts.  
 
In 2008, the Agency has revisited the planning process and introduced further improvement in the way 
it sets and measures the achievement of specific objectives. The improvements have been applied in 
the preparation of the preliminary draft work programme 2010.  
 
Risk management 
 
The Agency introduced a few years ago a systematic risk management system, which includes: a risk 
management manual setting out the risk management methodology and process applied in the Agency, 
an annual risk management timetable approved by senior management, a network of risk co-ordinators 
from all units, and the risk register that is periodically reviewed to take into account new 
developments.  
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In 2008 a new position was created in Executive Support to further reinforce Cross-Agency Integrated 
Quality Management System and Risk Management coordination; this has enabled better separation of 
Integrated Quality Management and Risk management implementation and the independence of the 
Internal Audit function. 
 
Risk management was addressed during the 2008 Baseline audit on Agency Risk Management by the 
Internal Audit Capability. The auditors looked at the process in place, its alignment with 
internationally accepted standards and its compliance with the Internal Control Standards and found 
that the current EMEA Risk Management system is generally working as intended and its results feed 
into the annual programming cycle.  
 
The risk management system is subject to annual review, and appears as standing point at the Audit 
Advisory Committee. 
 
Management review process 
 
The Agency conducts an annual management review exercise during which key areas and reports are 
discussed, conclusions on progress are drawn and further improvements are agreed. The following 
areas were subject to the 2008 management review: 
 

• Review of strategic achievements in 2007  
• Review of the planning and reporting process 
• Periodic review of the deviations of the implementation of the work programme  
• Review of the experience with the ex post control system 
• Review of ex ante and ex post control reports 
• Annual review of Internal control standards  
• Environmental analysis 
• Risk management  
• Review of audit reports 

 
The majority of issues identified during the review process have been addressed during the year. The 
main areas where further work will be carried out relate to the long-term planning of corporate IT 
projects, mail management, business continuity and the development of result indicators. Actions are 
ongoing in the areas.  
 
Staff Engagement Survey 2008 
 
The aim of the Staff Engagement Survey is to provide a ‘temperature check’ for the Agency, i.e. to 
determine broad trends reflecting the perception of staff on a range of factors; responses to a number 
of questions enable measurement of staff ‘engagement’. Engagement is a positive two way 
relationship where both employer and staff go the extra mile because they see mutual benefit in 
investing in their relationship. 
 
The annual survey is a management tool designed to identify organisational strengths and weaknesses, 
and to provide supporting evidence in the prioritisation of improvement actions for the Agency. It 
contributes to corporate governance as an integral part of the annual planning and reporting cycle; to 
maximise its impact, staff need to participate fully in the exercise by completing the survey and 
actively contributing to discussions on proposals for concrete improvement actions. 
 
The results of the 2008 survey were positive, with 83% of staff being either engaged or motivated. The 
survey identified the following areas as needing improvement: communication between units and 
sectors; cooperation between units and sectors; bureaucracy; time to manage responsibilities.  
 
The Executive Director, Heads of Unit and Heads of Sector agreed on the above priority action areas 
and have produced an improvement action plan to be implemented in 2009. 
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Training and competence development 
 
The Agency also worked to strengthen further and update the scientific knowledge of its staff and 
contribute to competence development initiatives across the European medicines network. As part of 
this goal, the Agency provides regular and further develops scientific, professional and personal 
development training of its staff as well as scientific training of assessors from the national competent 
authorities.   
 
New training guidelines and rules have been introduced and a database is in place to better track and 
implement training profiles. 
 
A number of new courses were introduced in 2008 including Access to documents training, 
specialised statistics training, training on Si2 reports, a revised training on performance evaluation for 
reporting officers.                                   
 
The Agency currently analyses scientific training needs of its staff and implemented in 2008 a specific 
scientific training programme for its staff to enhance and expand their existing competencies. The 
Agency also participates in the Joint HMA/EMEA Training Project Team which develops a 
competence development programme across the European medicines network.  
 
The number of training days taken by EMEA staff was 3695 days (5.6 days per person including 
language training). The content and duration of several training courses were reviewed so that the 
overall duration could be made more efficient while retaining the effectiveness of the training.  
Consequently a number of courses were reduced from 2 days to 1 day. The training budget increased 
by 2.95% in 2006, 23% in 2007 and 9% in 2008. 
 
Equal opportunities 
 
The Agency has an Equal Opportunities Policy in place. A review of its implementation within the 
work environment was done again in 2008 and no differences of treatment between men and women 
were found. The results showed that the Agency has fostered at all levels equal opportunities, 
providing equal conditions for integration of work and family commitments. The female/male ratio as 
at 16 December 2008 was 2.06. In 2009 a survey of all staff will be carried out regarding equal 
opportunities.  
 
Review of sensitive functions 
 
In line with the guidelines for sensitive functions the Agency conducted the annual review of sensitive 
posts in April 2008. As a result one further function was declared being sensitive with the associated 
risk level being considered acceptable. 
 
Internal Control Standard 2008 – Self Assessment 
 
The self assessment on the state of the implementation of the standards and analysis of the audits 
relating to some of the standards conclude that the Agency has implemented the majority of the 
baseline requirements, however further implementation of some of the requirements is needed as 
outlined below:  

ICS 1 Ethics and integrity  
The Agency has a procedure in place for the handing of conflicts of interests of the members of the 
scientific committees, experts and the members of the Management Board. This includes a systematic 
completion of annual declarations of interests by experts and staff members, review of these 
declarations and case-by-case decisions on the level of conflicts of interests of experts with regard to 
specific tasks.  
 



European Medicines Agency - Annual activity report 2008 
EMEA/MB/186559/2009   Page 15/40 
 

In addition, the current system provides for a number of scientists to be involved in opinion making. 
The system is strengthened by a peer review system. This approach works as a safeguard that does not 
allow an individual person to influence a decision. In 2008, the Management Board discussed the 
system put in place to identify and handle conflicts of interest and to secure information. The 
Executive Director also reminded national competent authorities about the rules and responsibilities 
regarding members of the committees.  
 
As regards other experts involved in the scientific assessment work (i.e. the members of expert 
assessment teams identified by the National Competent Authorities of the Member States performing 
evaluation work under the responsibility of the appointed (Co)-Rapporteurs or coordinators), the 
obligation lies with the National Competent Authorities to “monitor the scientific level and 
independence of the evaluation carried out”, in accordance with the current legal provision.  
 
As regards the EMEA staff, the Agency has three controls provided by the Code of Conduct 
(impartiality and independence, conflict of interest and confidentiality), the team environment and the 
additional controls and safeguards built into the centralised procedures.  
 
Following the recommendations from the Commission’s Internal Audit Service, the Agency plans to 
further strengthen the system of management of conflicts of interests. The Agency will introduce a 
documented procedure for the handling of conflict of interests of EMEA staff and will update and 
better define the EMEA list of experts to reinforce the practices for management of conflicts of 
interests at the EMEA.  
 

ICS 13 Mail Registration and Filing System 
The Agency still works to achieve a better compliance with this standard. In order to improve 
document management practices, EMEA initiated a Records Management Project in October 2007. In 
September 2008 the Executive Director signed the Records Management Policy which complements 
the EMEA Document Management Policy adopted in November 2003. The Records Management 
Programme will be concluded with the design and implementation of the business classification 
scheme and retention plan planned for 2010. 
 
 
ICS 18 Recording of exceptions 
Further progress regarding the implementation of this standard was made in 2008. In addition to the 
procedure in place as part of the charter of the verifying officer, a new standard operating procedure 
was implemented which also covers operational exceptions and provides necessary templates. Further 
work is needed to improve the use of the procedure and to ensure the systematic use of the exceptions 
template.  

 
ICS 19 Continuity of operations 
The Agency continued the development of the business continuity management plan. 
 
The annual exercise which took place in July 2008 was designed to specifically test the support 
services sectors including Personnel & Budget, Executive Support, Infrastructure Services, Meeting 
Management & Conferences and IT. Further improvements of the sectors’ specific plans and training 
followed. 
 
The automated notification system was also successfully tested on a number of occasions.  
Following a restricted tender procedure a contract was awarded for the business continuity 
consultancy services. The consultants’ advice will contribute to the continuous process of the business 
continuity plan development and maintenance.  
 
IT Business continuity: The Agency’s operations are dependent on the availability of IT systems. To 
ensure protection of EMEA data against loss due to breakdown of IT facilities and to ensure 
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availability of data during an unforeseen event a mirror site has been operational since July 2008, all 
data is safe and backed up off site, although not all applications are accessible from the disaster 
recovery site.  
 
A full IT disaster recovery test has been planned for the last quarter of 2009 and the full 
implementation of the IT Disaster Recovery Plan will depend on the result of the test. 
 
 
ICS 20 Recording and correction of internal control weaknesses 
A procedure is in place for the recording and correction of internal control weaknesses but the self-
assessment indicated that the level of awareness among staff needs to be further improved. 

 

2.3 BUILDING BLOCKS TOWARDS REASONABLE ASSURANCE 
OF THE AUTHORISING OFFICER  

2.3.1 ASSESSMENT BY MANAGEMENT 
A number of control elements contribute to the building of the reasonable assurance. These include: 

− The implementation and self-assessment of internal control standards (results are reported in the 
previous section); 

− Self-assessment of the management and operational processes in the framework of the 
Benchmarking of European Medicines Agencies (BEMA). This work is peer reviewed by the 
assessment team from the national agencies; 

− Internal and external audits: the work of the Agency’s internal audit function, Internal Audit 
Service of the European Commission, Court of Auditors, external IT auditors; 

− Management review activities (summary reported in the previous section); 
− The work of the Audit advisory committee; 
− Ex ante control system; 
− Ex post control system; 
− Reconciliation of financial systems. 
− Work of the Advisory Committee on Procurement and Contracts (ACPC); 
− Work of the contracts manger; 
− Design and documentation of policies, standard operating procedures and guidance; 

 
The Internal control standards self-assessment activities 
 
Results are reported in section 2.2. 

 
BEMA-Benchmarking of European Medicines Agencies 
 
In addition to the review of internal control standards and management review activities, the EMEA 
also conducted self-assessment activities in the management and operational areas. This activity is a 
part of the Benchmarking of European Medicines Agencies (BEMA) exercise, which is an EEA-wide 
initiative among the partners within the European medicines network (EMEA and national competent 
authorities) with a view to improve continuously the European medicines regulatory system. The 2008 
self-assessment was followed by a visit of the external BEMA assessors from the national agencies. 
The first BEMA cycle of external assessments started in 2005 and finished in 2006, it was improved 
during 2007 taking into account the experience gained.  
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Internal and external audits 
 
Results are reported in section 2.3.2. 
 
 
Management review activities 
 
Results are reported in section 2.2. 
 
 
Audit advisory committee  
 
The Audit Advisory Committee (AAC) is a top-level corporate governance instrument providing 
oversight and advice. Its external and internal members have been chosen on the basis of their 
professional experience and independence from EMEA’s management structure. The AAC provides 
the Executive Director with independent advice on EMEA’s IQM system and corporate governance 
and oversight over the internal audit work. 
 
The main work of the committee in 2008 focused on: 

− Oversight of internal audits and advice on IQM and risk management. This included providing 
advice on specific internal and external audit findings, including the programme of IT audits 
conducted by external auditors and providing oversight of audit outcomes and follow-up on 
action plans, a continual review of EMEA’s risk management system, and review of current 
arrangements for internal audit at EMEA; 

− Provision of advice to the Executive Director and management focusing on issues of corporate 
governance and emerging issues of internal and external origin. This included advice on the 
working relation with the European Commission’s Internal Audit Service, on the governance of 
the Telematics programme and on the Agency’s treasury policy. 

 
The AAC requested that Internal Audit added the following deliverables to its 2009 work plan: 

− implementation of grading system for OFIs issued to indicate their relative importance, 
− include in each audit report an overall conclusion on the quality of control assessed from the 

audit work performed, 
− complete the review of the open OFIs without remedial action being completed; to agree 

removal of any items no longer applicable and to refocus on a current basis important items still 
to be completed. Any disagreements between Internal Audit and management should be 
reported to the AAC. 

 
Ex-ante verification 
 
In 2008, both decentralised and centralised ex ante verifying actors delivered around 30,430 controls 
on financial transactions. The Agency has decentralised the verification of low risk or standard 
transactions. 
 
3.7% of transactions were corrected.  The errors were corrected and returned into the workflow.  13 
exceptions were registered in the register of exceptions but the authorising officers by delegation 
followed the advice of the verifying officer. The ex ante controls have not revealed any irregularity or 
material financial errors. 
 
Ex-post controls 
 
Following the management review 2008, the Agency has introduced further improvements in the 
system of ex post controls. The changes improve the selection of areas to be subject to ex-post 
controls, improve reporting of findings for top management and provide further guidance.  
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Ex-post controls were performed on the financial procedures for fee-related activities as well as for 
transactions related to administration. Controls were completed for all planned areas with direct 
budgetary impact. The 2008 controls concerned areas which correspond to 68% of the total fee 
revenue and 13% of total expenditure. The controls did not reveal errors with material impact. 
 
Reconciliation of information in the financial systems 
 
The Agency’s operational systems are interfaced with SI2 system. During 2008 reconciliations for 
100% of applications have been carried out on a quarterly basis. In addition, the Agency’s reconciles 
SI2 budgetary system with SAGE financial accounting system on a monthly basis. No findings which 
could impact the declaration of assurance were detected.  
 
Advisory Committee on Procurement and Contracts (ACPC)  
 
In accordance with Article 77, point 2 (a) of EMEA’s Implementing Rules to the Financial Regulation, 
for all new contracts exceeding the threshold of € 250,000 and the threshold of € 133,000 for contracts 
concluded by negotiated procedure, a dossier needs to be presented to the ACPC for opinion. The 
ACPC gives an opinion on the procurement procedure and the choice of contractors. In 2008, the 
ACPC gave 42 opinions. All opinions were favourable. 
 
Contracts Manager 
 
All contracts, irrespective of the threshold for submission to the ACPC, are sent to the Contracts 
Manager for review before signature (except those concluded by simple purchase order). 
 
Other preventive controls 
 
The Agency uses the Early Warning System of the European Commission and has access to a 
database, which enables the EMEA to check financial status of potential contractors. Any risks 
identified would be alerted to the ACPC and the relevant Authorising Officer.  
 

2.3.2 RESULT FROM INDEPENDENT AUDITS, FOLLOW UP OF 
AUDIT WORK AND PREVIOUS YEAR’S RESERVATIONS 

 
Follow up of previous year’s reservations 
 
The Executive Director did not have reservations with regard to budget year 2007.  
 
Internal audits 
 
On the basis of the findings from the audits carried out by the Internal Audit function in 2008 and the 
findings of the European Court of Auditors and the European Commission’s Internal Audit Service, 
Internal Audit function is of the opinion that the IQM system is well-implemented, procedures in 
general adhered to, and the controls in place provide a reasonable level of assurance. 
 
The following summarised observations were made in the audit reports issued by Internal Audit: 
 
• Positive findings: 
 

o The auditors found generally good compliance with the requirements of the IQM system,  
o A records management policy was put in place in September 2008, 
o A better follow-up to IT audits was evident in the 2008 reports, 
o Article 72.4 of the Financial Regulation requires reporting of any systemic problems 

detected by the Financial Irregularities Panel set up under Article 66.4 of the Financial 
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Regulation applicable to the general budget of the European Communities. In 2008, 
Internal Audit was not informed of any such issues being detected by or reported to this 
panel, nor did they report any such issues. 

 
• Opportunities for improvement, listed in order of importance, with 1 indicating highest priority 

and 3 lowest: 
 

o (1) Management of requests for information is inconsistent and causes delays3 
o (2) delayed or absent improvement action plans in response to some audits,  
o (2) the duration to complete some improvement action plans.4, 
o (2) Record classification and a record retention plan are not yet in place5. 
o (2) IT disaster recovery plan not yet in place6. 
 

Internal Audit recommends that appropriate and timely action is taken to address the above 
observations. 
 
Internal Audit Service (IAS) 
 
 
The Internal Audit Service of the European Commission conducted an audit in September 2008. The 
final report was received in May 2009 and the main conclusions are summarised here. 
 
The audit focused on administrative procedures that support the scientific evaluation procedures for 
human medicines at the Agency, taking a small sample of such procedures. 
 
The audit found that significant efforts have been made by EMEA to produce policies and procedures 
covering a large part of its operational activities. Following EMEA Regulation 726/2004, EMEA 
adopted a Code of Conduct setting out principle and guidance on independence and confidentiality, 
applicable to Board and Committee members, expert and Agency staff. This code is further developed 
by a Policy and procedures on the handling of conflict of interest for EMEA Scientific Committee 
members and experts. These documents are considered best practice. 
 
The report contained one critical recommendation, related to the area of experts’ conflicts of interests, 
and eight very important recommendations, in the areas of documentation of conflicts of interest for 
EMEA staff, databases used to support the administrative procedures for evaluation and development 
of guidelines for filing and full implementation of such guidelines. 
 
The Agency considers that the afore-mentioned critical recommendation should not be classified as 
critical since the Agency complies with its legal obligation in this respect. 
 
The audit concluded that there were adequate designs of procedures except for two very important 
findings (handling of staff conflict of interests and European Expert Databases list of experts), but no 
reasonable assurance regarding effective implementation in the period covered. 
 
The Agency does not agree with the conclusion because the findings stemming from the audited 
administrative procedures, although important to rectify, should not be regarded as negatively 
impacting on the quality of the scientific evaluation. 
 
IAS’ assessment of the risk has not taken into account other important aspects pivotal for the scientific 
review process and the subsequent opinion-making at the level of the Scientific Committee, such as 
                                                      
3 At the time of reporting, no IAPs had been submitted to Internal Audit. 
4 At the time of reporting, progress had been made on the completion of a number of improvement actions. 
5 At the time of reporting, the documents were expected to be submitted to the Heads of Unit for approval in July 
2009. 
6 Disaster recovery site in place which, combined with other measures, provides good business 
continuity facilities. Completion expected end-2009. 
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the independent scientific assessment by the (Co)-Rapporteurs’ teams, the peer review system at the 
level of the scientific Committee, the collegial opinion-making within the Committee, which 
complement the handling by the EMEA of conflicts of interests; consequently IAS’ conclusion on the 
risk is not proportionate. 
 
The Executive Director also consulted the Audit Advisory Committee of the Agency, whose members 
agreed with the objections raised by the Agency.  
 
The AAC members raised serious concerns regarding the conclusion as it is extrapolated from the 
findings of an audit with a very narrow scope and were of the opinion that: 
 

- the audit findings should be placed in their full context, which suggested that potential 
conflicts had been effectively handled 

- the significance of the findings in relation to the overall management of EMEA business 
should not be overstated 

- Proper weight should be given to the legal responsibilities of Member States 
 

The Agency has developed and started the implementation of an action plan and it is involving the 
Management Board for issues that concern the National Competent Authorities. 
 
Latest discharge and Court of Auditors  
 
In April 2008 The European Parliament having regard to the Court of Auditors' report 2007 on the 
final annual accounts of the Agency for the financial year 2006, adopted by an overwhelming majority 
its decision to grant the discharge to the Agency for its implementation of the budget for the financial 
year 2006, thus supporting the position of the EP Budgetary Control Committee (COCOBU).  
 
The European Court of Auditors conducted two audits at EMEA in 2008, one in March (for the 2007 
accounts) and one in November (for the 2008 accounts). They adopted their report on the 2007 
accounts on 18 September 2008.  
 
The report contains the following statement of assurance: 
 
• the agency’s accounts for the financial year ended 31 December 2007 are, in all material respects, 

reliable, 
• the transactions underlying the agency’s annual accounts, taken as a whole, are legal and regular, 
 
and the following observations and replies: 
 
• Court observation: 

The Agency’s final budget for 2007 amounted to 163.1 million Euro as compared with 138.7 
million Euro for the previous year. Of the budget appropriations, 32 million Euro were carried 
over and 4 million Euro were cancelled. As in 2006, the high level of carry-overs for 
administrative expenditure, 18.9 million Euro, was mainly due to the programme Telematics for 
the regulation of medical products. The Agency and the other parties involved in this programme 
must ensure better planning and monitoring of the implementation of the programme. This 
situation is at odds with the annuality principle. The Agency should consider using the 
differentiated appropriations system for the Telematics programme which is more suitable for the 
budgetary management of such programmes.  

• Agency reply:   
The Agency takes note of the Court’s observations. Reference is made to the particular difficulties 
in complying fully with the annuality principle when it comes to the implementation of multi-
annual and multinational Telematics programmes, and also, to strictly observe the requirements of 
sound financial management. The Agency commits itself to make every effort to reduce the level 
of carry-overs. 
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With regards to differentiated appropriations, suggested by the Court of Auditors in order to 
reflect more clearly the budgetary allocation of commitments and payments of multiannual 
projects and in order to reduce the amounts of annual carry forwards for such projects, the agency 
has carefully analysed the issue. It had to be noted that only a limited amount of funds (5 to 8 % of 
the annual budget) can be classified as being linked to contracts with duration of several years, i.e. 
two years and more. Even though a number of framework contracts, notably in the ITC area, have 
duration of up to four years, these are normally broken down into specific contracts of much 
shorter lifetimes, in most cases not longer than a year or two. 
The notion of dissociated funds operates with a budgetary separation of commitment and payment 
appropriations. Consequently each budget line would have to be dissociated into commitment and 
payment appropriations which would then result in different budgets for each category. 
Given the limited amount of multiannual contracts a cost-benefit analysis led to the conclusion 
that the budgetary management and the transparency of the budget presentation would not justify 
the introduction of dissociated funds and that the agency and its stakeholders are better served 
with the continuation of non-dissociated funds. 
 

• Court observation: 
The audit of the tendering procedures showed weaknesses:  insufficient justification for the chosen 
procedures7 and inadequate evaluation for the price criteria8. In the case of a joint public 
procurement procedure with five other Agencies, the volume of the services to be procured had 
not been adequately identified. This resulted in difficulties in evaluating the cost of the bid as well 
as the need to review the volumes and values of the services to be procured. The Agency should 
aim to improve the quality of its public procurement procedures in order to address the issues 
highlighted above. 

• Agency reply: 
The Agency has established a formula for the objective evaluation of price as an award criterion, 
with effect from 17 March 2008 and is systematically implementing the use of financial scenarios 
for the evaluation of financial award criteria for framework contracts.  
The Agency is ensuring that it always has financial guarantees in place where required, 
particularly for works contracts. 
The Agency has implemented mandatory training for all members of evaluation committees. 
In the case of the joint public procurement procedure with five other agencies, the original 
estimate had to be revaluated due to an insufficiency that was identified between the amount 
originally identified for the services to be provided and the effective conclusion of the 
procurement procedure. The amount agreed by EMEA’s ACPC shall not be increased for the 
contract duration. 
The Agency commits itself to make every effort to increase the quality of its procurement 
evaluation procedures. 

 
• Court observation: 

In its 2006 report9, the Court observed that the Agency had not performed a comprehensive 
analysis of the costs incurred by rapporteurs. The Management Board of the Agency has 
established a Costing Group which at the end of 2007 prepared a report on a generally accepted 
international costing method and a proposal for an alternative option for remunerating the 
rapporteurs. The Court welcomes the steps the Agency has made in order to address the issue of 
the evaluation of the costs and calls for further progress. 

• Agency reply: 
The Agency notes that the Court welcomes the progress the Agency has made. At its meeting of 
12 June 2008 the Management Board endorsed the proposal to implement a pilot phase in order to 
introduce a new remuneration system for (co-) rapporteurs after the pilot phase by the end of 
2009. 

 

                                                      
7 Two cases. 
8 Three cases. 
9 OJ C 309, 19.12.2007, p 34. 
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IT audits 
 
A programme of audits of IT projects which are part of the Telematics and corporate programmes is 
being carried out by an external provider of IT auditing services. The audits were conducted in 
accordance with EMEA internal procedures and the findings reported to EMEA management, Audit 
Advisory Committee as well as the Management Board. 
 
IQM/Audit acts as liaison with the contracting company and ensures co-ordination on planning, audit 
execution, reporting and follow-up. It monitors the performance of the contractor on an ongoing basis. 
The initial contract was extended for a second year in 2008.  
 
The following positive points were highlighted: 

• Significant progress on improvement actions from 2007 audits, 
• Generally positive feedback from stakeholders, 
• Clear commitment to improvement. 
 
However, they also identified a number of weaknesses which require remedial action, most 
importantly related to: 
• Resource constraints pose risks to continuity and project delivery (especially the Eudra data 

warehouse project). 
 

2.4 CONCLUSION ON THE EFFECTIVENESS OF THE INTERNAL 
CONTROL SYSTEM  
 
Taking into account the management and control system, that is implemented within the framework of 
the Agency’s integrated quality management system, the Financial Regulation, its implementing rules 
and internal control standards, and which is composed of a set of planning, monitoring, control, 
supervision, self-assessment and risk management activities, the Agency can conclude that the 
systems in place provide reasonable assurance that the resources under the responsibility of the 
Executive Director were used for their intended purposes and in accordance with the principles of 
sound financial management. Some areas require improvements as identified earlier in the report. 
However, these weaknesses do not have material impact on the assurance given.  
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3. RESERVATIONS AND THEIR IMPACT ON THE DECLARATION  

3.1 MATERIALITY CRITERIA USED  
In line with the suggestion of the guidelines on the preparation of the Annual activity report, the 
Agency used the following qualitative and quantitative materiality criteria to assess if issues identified 
merit a reservation.  
 
Qualitative criteria 
 
Weaknesses in the internal control system which fall under the following qualitative criteria the 
Agency would consider significant: 

− Significant errors detected during the control or supervision exercises.  
− A significant weakness in one of the control systems.  
− Situation where the Agency does not have sufficient evidence from internal control systems or 

audit coverage to be confident of providing the necessary assurance.  
− Situations where a major issue has been outlined by the European Court of Auditors or the 

Internal Audit Service of the Commission (critical audit recommendations for underlying 
weaknesses relevant for the area covered by the declaration of assurance that is not adequately 
addressed by other internal controls and where materiality threshold is exceeded). 

− Situations revealed through own control work or audits where significant risks remain 
unmitigated.  

− A significant reputational risk.   
 
 
Quantitative criterion 
 
According to Commission guideline on preparation of annual activity reports, the Court of Auditors 
uses a 2% materiality threshold. The Agency has therefore set the quantitative criterion of materiality 
at 2% of its total budget as the Agency’s tasks can be considered a policy area. This enables the 
Agency to apply the materiality criteria to the data and results of various control activities.  
 

3.2 MAKING THE RESERVATION(S) 
Based on the assurance provided by the control system as stated in section 2.4 and results of the 
control activities, the Executive Director has no reservations. 
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4. DECLARATION OF ASSURANCE 

I, the undersigned, Thomas Lönngren, Executive Director of the European Medicines Agency, 
 
In my capacity as authorising officer  
 
Declare that the information contained in this report gives a true and fair view. 
 
State that I have reasonable assurance that the resources assigned to the activities described in this 
report have been used for their intended purpose and in accordance with the principles of sound 
financial management, and that the control procedures put in place give the necessary guarantees 
concerning the legality and regularity of the underlying transactions.  
 
This reasonable assurance is based on my own judgement and on the information at my disposal, such 
as the results of the self-assessments, ex post controls, the work of the internal audit capability, the 
observations of the Internal Audit Service and the lessons learnt from the reports of the Court of 
Auditors for years prior to the year of this declaration.  
 
Confirm that I am not aware of anything not reported here which could harm the interests of the 
institution.  
 

London, 21st May 2009 
 
 
 
 

Thomas Lönngren  
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ANNEX 1 
STATEMENT OF THE RESOURCE DIRECTOR 

[The European Commission model provides for a statement by the Resource Director of each 
Directorate-General. Given the structure of the EMEA, this is not relevant for the EMEA at present 
and will be omitted.] 
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ANNEX 2 
FOLLOW UP OF PREVIOUS SYNTHESIS’ ACTION PLAN 

[This annex is relevant for the Directorates General of the European Commission and is not applicable 
to the EMEA as a regulatory agency. 
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ANNEX 3 HUMAN AND FINANCIAL RESOURCES BY ABB ACTIVITY 
  Budget 2008 

Chapter Activity 

Reference  to 
chapters in the 

Work 
Programme 

Human 
resources 

Cost per 
Activity 

Costs per 
activity incl. 

Support 
Service 

of total 

   % € ‘000 € ‘000 % 

01 Initial Evaluation – (initial applications for marketing 
authorisation) 

2.3, 3.2 and 
2.13 9.41 20,737 21,736 11.88 

02 
Specific Post Authorisation Activities (variations, 
extensions and transfer of marketing authorisation and 
renewals) 

2.4 , 2.13 and 
3.4  9.67 35,403 37,107 20.29 

03 
Pharmacovigilance and maintenance Activities - 
(Adverse Drug Reaction reports, Periodic Safety Update 
Reports, follow-up measures, annual re-assessments) 

2.5, 3.5  17.52 24,388 25,562 13.98 

04 
Scientific Advice & Protocol Assistance – (advice and 
assistance to sponsors during the phase of research and 
development of medicinal products) 

2.2, 3.1 and 
2.13 3.74 12,578 13,183 7.21 

05 Arbitration / Referrals  2.6, 3.6, 2.13 2.54 3,442 3,607 1.97 

06 

Inspections - Good manufacturing practice (GMP) Good 
Clinical practice (GCP), Good laboratory practice (GLP), 
Clinical trials directive and testing and sampling of centrally 
authorised medicinal products 

4.1, 4.2 and 4.3 3.23 5,768 6,046 3.31 

07 Administrative Charges – (parallel distribution 
notifications and certificate of medicinal products) 1.7, 2.4 3.57 2,108 2,210 1.21 

08 EU Public Health and Harmonisation Activities 1.5     

08-01 
Orphan medicines - (support to the COMP in making 
recommendations to the European Commission for the 
designation of Orphan medicinal products for rare diseases) 

2.1 1.92 2,398 2,514 1.37 

08-02 Medicines for Paediatric use 2.7, 2.13 4.45 5,852 6,134 3.35 

08-03 Herbal medicinal products 2.8, 2.13 1.24 1,660 1,739 0.95 

08-04 
Small and Medium Size Enterprises (SMEs) Office 
(provision of a single interface between the applicant SME 
and the Agency to facilitate communication) 

1.3 0.81 1,479 1,550 0.85 

08-05 Coordination group for mutual recognition and decentralised 
procedures Human & Vet 2.12 and 3.8 1.56 1,067 1,118 0.61 

08-06 Specified medicinal areas:  Bio terrorism, clinical trials 
and Antimicrobial resistance 1.5 1.32 1,141 1,196 0.65 

08-07 EU co-operation – (Liaison with EU Institutions and 
national competent authorities) 1.1 and 1.5 0.77 1,091 1,144 0.63 

08-09 International co-operation – (scientific contribution to the 
European Union presence in a number of international fora) 1.6, 1.7 0.92 1,191 1,248 0.68 

08-10 Advance therapies  and other emerging and new 
therapies 2.9, 2.13 0.34 405 425 0.23 

09 
Product information quality, Quality review document 
and translation - (translation, product information and 
control of quality of regulatory documents) 

1.2 and 2.10 5.97 4,737 4,966 2.71 

10 
Project related activities: (implementation of a number of 
IT projects linked to the European Union telematics strategy 
for pharmaceuticals and other corporate IT projects) 

5.1, 5.2 7.60 21,526 22,562 12.34 

11 Corporate governance – (Management Board, Audit 
Advisory Committee, Integrated Quality Management) 1.4, 1.8 12.13 11,405 11,954 6.54 

12 Support services - (Executive support, personnel, budget, 
accounting and infrastructure service) 1.8 11.29 8,400 0 0.00 

13 

Management and organisation of the CHMP, CVMP 
and Working Parties meetings - (reimbursement to 
delegates and management and organisation of scientific 
meetings) 

1.1, 2.11, 3.7 
plus working 
parties 

0.00 16,120 16,896 9.24 

 Total  100.00 182,895 182,895 100.00 

 



European Medicines Agency - Annual activity report 2008 
EMEA/MB/186559/2009   Page 28/40 
 

ANNEX 4  
DRAFT ANNUAL ACCOUNTS AND FINANCIAL REPORTS 

[Please see a separate document.] 



 

European Medicines Agency - Annual activity report 2008 
EMEA/MB/186559/2009   Page 29/40 

 

Annex 4.1 Report on the waivers of recovery orders involving EUR 100.000 or more  
  (as per Article 87.5 of general Implementing Rules) 

 
 
 
 
 
 
 
 
 
 
 
 
 

No such waivers of recovery were given in 2008 
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Annex 4.2 (a)  Report on negotiated procedures 

Consolidated list of new public procurement contracts > €60,000 concluded by EMEA during 2008 (Reference period 01/01/2008 – 31/12/2008) 

 
Contract no. Type of 

contract 
Name of 
Contractor 

Subject Value (or estimated 
value, where 
applicable) 

Procurement 
procedure and 
justification if 
negotiated procedure 

Unit/Sector 
Authorising Officer 

Budget line & 
Commitment 
number(s) 
(where 
applicable) 

EMEA/2008/03/MIS 
 

Service 
contract 

State Institute for 
Drug Control 
(Czech Rep.) 

Checking of translation 
of product information 

€63,422.00  
 

Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/04/MIS 
 

Service 
contract 

Danish Medicines 
Agency 

Checking of translation 
of product information 

€71,668.00  
 

Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/05/MIS 
 

 

Service 
contract 

State Agency of 
Medicines 
(Estonia) 

Checking of translation 
of product information 

€71,668.00  
 

Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/06/MIS 
 

Service 
contract 

National Agency 
for Medicines 
(Finland) 

Checking of translation 
of product information 

€71,668.00  
 

Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/07/MIS 
 

Service 
contract 

Agence Française 
de sécurité 
sanitaire des 
produits de santé 
(France) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/09/MIS 
 

Service 
contract 

Federal Institute 
for Drugs and 
Medical Devises 
(BfARM- 
Germany) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/12/MIS 
 

Service 
contract 

National 
Organization for 
Medicines 
(Greece) 

Checking of translation 
of product information 

€71,668.00  
 

Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 
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Contract no. Type of 

contract 
Name of 
Contractor 

Subject Value (or estimated 
value, where 
applicable) 

Procurement 
procedure and 
justification if 
negotiated procedure 

Unit/Sector 
Authorising Officer 

Budget line & 
Commitment 
number(s) 
(where 
applicable) 

EMEA/2008/14/MIS 
 

Service 
contract 

National Institute 
of Pharmacy, 
Hungary 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/16/MIS 
 

Service 
contract 

Agenzia Italiana 
del Farmaco 
(AIFA - Italy) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/17/MIS 
 

Service 
contract 

State Agency of 
the Medicines of 
Latvia 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/18/MIS 
 

Service 
contract 

State Medicines 
Control Agency of 
Lithuania  

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/20/MIS 
 

Service 
contract 

Medicines 
Authority (Malta) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/22/MIS 
 

Service 
contract 

Medicines 
Evaluation Board 
(Netherlands) 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/23/MIS 
 

Service 
contract 

Office for 
Registration of 
Medicinal 
Products (Poland) 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/25/MIS 
 

Service 
contract 

Instituto Nacional 
da Farmacia e do 
Medicamento 
(Infarmed - 
Portugal) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 

EMEA/2008/26/MIS 
 

Service 
contract 

State Institute for 
Drug Control 
(Slovak Rep.) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
Budget line 
3021 
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Contract no. Type of 

contract 
Name of 
Contractor 

Subject Value (or estimated 
value, where 
applicable) 

Procurement 
procedure and 
justification if 
negotiated procedure 

Unit/Sector 
Authorising Officer 

Budget line 
(BL) & 
Commitment 
number(s) 
(where 
applicable) 

EMEA/2008/28/MIS Service 
contract 

Agency for 
Medicinal 
Products and 
Medical Devices 
(Slovenia) 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
BL 3021 

EMEA/2008/29/MIS Service 
contract 

Agencia Española 
del Medicamento 
y Productos 
sanitarios (Spain) 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
BL 3021 

EMEA/2008/30/MIS Service 
contract 

Medical Products 
Agency (Sweden) 

Checking of translation 
of product information 

€71,668.00  Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
BL 3021 

EMEA/2008/32/MIS Service 
contract 

National 
Medicines Agency 
(Romania) 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
BL 3021 

EMEA/2008/33/MIS Service 
contract 

Bulgarian Drug 
Agency 

Checking of translation 
of product information 

€63,422.00 Negotiated procedure 
Article 126 1(b) 

MIS 
N Wathion 

EMA.33309 
BL 3021 

EMEA/2008/36/ISERV Framework 
service 
contract 

Peachey & Co 
LLP 

Legal services €600,000.00 ceiling of 
framework contract 

Negotiated procedure 
Article 123 (2) b & 126 
(1) i 

Administration 
F Nuttall 
S Mendosa 

BL 2080 and 
2330 

EMEA/2008/88/IT-PM Framework 
service 
contract 

T-Systems 
Belgium NV-SA 

Consultancy services  €240,000.00 Negotiated procedure 
Article 126 (1)b 

C&N 
D Drakeford 

BL 2115 

EMEA/2008/99/PM-IT Service 
contract 

Trasys SA and 
Intrasoft 
International SA 

Software applications: 
development and 
maintenance of 
information systems etc 

€6,782,014.00 Negotiated procedure 
Article 126 1(b) 

C&N/PM/IT 
HG Wagner 

BL 2114, 2125 
EMA.36869 

EMEA/2008/101/IT Service 
contract 

Enterprise 
Management 
Consulting Ltd 

Eudralink/Eudranet 
support 

€102,000.00 Negotiated procedure 
Article 126 1(e) 

C&N/IT 
D Drakeford 

BL 2124, 
EMA.36808 
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Contract no. Type of 

contract 
Name of 
Contractor 

Subject Value (or estimated 
value, where 
applicable) 

Procurement 
procedure and 
justification if 
negotiated procedure 

Unit/Sector 
Authorising Officer 

Budget line & 
Commitment 
number(s) 
(where 
applicable) 

EMEA/2008/102/IT Service 
contract 

Allpoint Security IT security consultancy €75,000.00 Negotiated procedure 
Article 126 1(e) 
 

C&N/IT 
D Drakeford 

BL 2114, 2124 
EMA.36810 

EMEA/2008/104/PM Framework 
supply and 
service 
contract 

SAP Belgium NV-
SA 

Training, technical 
support, specialised 
high-level consultancy 
services, software 
licences and related 
maintenance services. 

€4,000,000.00 Negotiated procedure 
Article 126 (1)b 

C&N 
HG Wagner 

BL 2125, 1120 

EMEA/2008/105/IT Service 
contract 

Bassilichi SpA EudraVigilance 
operational support 
2009 

€260,000.00 Negotiated procedure 
Article 126 (1)b 

C&N/IT 
HG Wagner 

BL 2124 
EMA.37923 

EMA.32812 Service 
contract 

EMC Computer 
Systems  

EMC2 Pool 2 licence 
support 

€70,357.99 Negotiated procedure 
Article 126 1(b) 

C&N/IT 
D Drakeford 

BL 2124 
EMA.32812 

EMA.34117 Service 
contract 

IBM United 
Kingdom Limited 

Annual support and 
maintenance 

€67,082.00 Negotiated procedure 
Article 126 1(b) 

C&N/PM 
HG Wagner 

BL 2114, 2124 
EMA.34117 

DI/06410-00 Inter-
institutional 
framework 
contract 

Oracle Belgium 
BVBA 

Software, licences, 
training, high-level 
consultancy 

€6,170,000.00 Negotiated procedure 
conducted by DG 
Budget, European 
Commission as inter-
institutional tender 
with EMEA as 
participating Agency 

C&N 
HG Wagner 

BL 2114, 2124, 
2125 

BUDG06/PN/01 Inter-
institutional 
framework 
contract 

SAP Belgium SA Acquisition of SAP 
software licences and 
services 

€625,000.00 Negotiated procedure 
conducted by DG 
Budget, European 
Commission as inter-
institutional tender 
with EMEA as 
participating Agency 

C&N/IT 
HG Wagner 

EMA 34302, 
34706, 35472, 
36307 
BL 2121, 2124 
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Contracts with increased ceilings or duration by negotiated procedure in 2008 (NB this may refer to contracts originally concluded prior to 2008) 
 
Contract no. Type of 

contract 
Name of 
Contractor 

Subject Value (or estimated 
value, where applicable) 

Procurement 
procedure and 
justification if 
negotiated procedure 

Unit/Sector 
Authorising 
Officer 

Budget line & 
Commitment 
number(s) (where 
applicable) 

EMEA/2004/07/ISERV Framework 
Service 
contract 

Peachey & Co 
LLP 

Legal services Revised ceiling of 
€300,000.00 

Negotiated  
Article 126 1(e)  

Administration 
S Mendosa &  
F Nuttall 

Budget lines 2080 
and 2330 

A/IS/02-07 Service 
contract 

TNT UK Limited Document storage €500,000.00 Negotiated  
Article 126 1(b) 

Administration 
S Mendosa 
 

Budget line 2354 
EMA.33003, 
35497 

EMEA/20005/08/ISERV Service 
contract 

Office Concierge 
Company Limited 

Provision of 
reception/switchboard 
services 

Increased contract value 
to €890,000.00 

Negotiated 
Article 126 1(e)  

Administration 
S Mendosa 
 

Budget line 2410 
EMA.33069 

EMEA/2004/04/ISERV Framework 
service 
contract 

Atisreal Limited Property consultancy 
services 

Increased ceiling of 
framework contract to 
€260,000.00 

Negotiated 
Article 126 1(e)  

Administration 
S Mendosa 
 

Budget line 2080 

EMEA/2004/25/ISERV Service 
contract 

Focus21 Visual 
Communications 
Ltd 

Maintenance of audio-
visual equipment 

Increased ceiling of 
contract to €200,000.00 

Negotiated 
Article 126 1(e)  

Administration 
S Mendosa 
 

Budget line 2203 
EMA. 32986 

EMEA/2005/87/PM-IT Framework 
service 
contract 

Sogeti 
Luxembourg SA 

Provision of 
Information Systems 
End User Support (IT 
Helpdesk) 

Increased ceiling to 
€3,750,000.00 

Negotiated 
Article 126 1(e)  

C&N 
HG Wagner 

Budget lines 
2114, 2124 

A/IS/03-01 Framework 
service 
contract 

DHP LLP Provision of 
architectural services 

Increased ceiling to 
€1,337,500.00 

Negotiated 
Article 126 1(e)  

Administration 
A Pott 

Budget line 2080 

EMEA/2005/83/IT Service 
contract 

Telecitygroup 
Limited 

Business continuity 
planning services 

Increased ceiling to 
€690,000.00 

Negotiated 
Article 126 1(b) 

C&N 
HG Wagner 

Budget line 2114 
EMA.33844 

EMEA/2005/107/PM 
 

Service 
contract 

IBM UK Limited Purchase and 
maintenance of 
Rational licences 

Increased ceiling to 
€387,000.00 

Negotiated  
Article 126 1(b) and 
(e) 

C&N 
HG Wagner 

Budget lines 
2114, 2124 
EMA.37817 
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Annex 4.2 (b)  List of contractors to whom building contracts were awarded in 2008 
   (as per Article 119.2 of general Implementing Rules) 

Definition:  Building contracts covers the purchase, long lease, leasing, rental or hire purchase or without option to buy, of land, 
existing buildings or rental of a building. 

  
Contractor:(Landlord) Teachers REA LLC 
Superior Landlord Teachers REA LLC 
Object: Lease of Ground floor at 1 Westferry Circus  
Date of signature 30-Dec-08 
Duration of contract: 11 November 2008 to 10 November 2009 
Value: GBP 260,400 per annum payable in advance commencing only from the earlier of (1) 8 December 2008 or (2) the date 

  
that is four weeks after the earlier of the date of possession or completion.  EMEA took possession  on 11 November 
2008 

  and rent was, therefore, payable from 8 December 2008. 
  
Contractor (Leasee): Electronic Data Systems Limited 
Contractor (Landlord): EMEA 
Superior Landlord Teachers REA LLC 
Object: Lease of 1st floor at 7 Westferry Circus and 7 Car Parking Spaces 
Date of signature 28 December 2007 (Agreement for Underlease only subject to Licence to Rent being granted by the Superior Landlord) 
Duration of contract: 01 January 2008 to 31 December 2012 as per the Underlease subject to the granting of the Licence to Rent 

Value: 
GBP 1,100,000 per annum commencing on 1st January 2008 (to be paid as a Licence Fee until the Underlease is 
signed) 

    
NOTE : EDS Limited served notice on 29 September 2008 to terminate the lease on 1 January 2009 
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Annex 4.2 (c)  List of contacts declared secret in accordance with Article 126(1)(j) and Article 119(2) of implementing Rules 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

No contracts were declared secret in accordance with Article 126(1)(j). 
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Annex 4.2 (d)  Aged balances for recoveries as at 31 December 2008 

 

S/L Aged Debtors Report - Sales Ledger 

Month: 12 - Ageing Date: 31 Dec 2008 
including non-budgetary amounts 
 
 
 180+ days 90 days 60 days 30 days Current Total 
Totals €   3,812,055.79 €   1,711,155.18 €   1,040,721.61 €   2,602,350.00 €   2,351,923.79 €   11,518,206.37 

of which deferred fees €   3,381,620.00 €   858,110.00 €   3,480.00 €   0.00 €   5,300.00 €   4,248,510.00  
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Annex 4.2 (e)  Report on compliance with time limits and suspension of time-limits (Article 83 general Financial Regulation 

and Article 106.6 of the general Implementing Rules) 

 
 
 
 
 
 
 
 
 
 
 
 
 

In 2008 no interest was paid for late payment of invoices. 
 

A technical facility to monitor the compliance with time limits and suspension of time-limits was introduced in early 2009 
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ANNEX 5 
IMPLEMENTATION THROUGH NATIONAL OR INTERNATIONAL PUBLIC-SECTOR BODIES 

[This annex applies only to indirect centralised management and as such is not applicable to the EMEA] 
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ANNEX 6 ANNUAL REPORT 2008 

[Please see a separate document.] 
 
 
 
 


