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1.  POLICY ACHIEVEMENTS 

1.1.  ACHIEVEMENT BY PRIORITY AREAS 

The outbreak of the 2009 H1N1 pandemic influenza put significant pressure on the European Medicines 
Agency and the European Medicine Network. However, due to the strength of the network, the Agency 
was not only able to contribute to the EU-wide response to the pandemic by providing its scientific 
opinion on H1N1 vaccines and antiviral medicines. It also was able to deliver good results across the 
range of its activities. In many areas, the Agency was able to make a significant further contribution to 
public and animal health in the European Union (EU). 

Improving the effectiveness and efficiency of the Agency’s core activities 

Core activities relating to medicines for human and veterinary use were conducted to a high level of 
quality, and regulatory timelines were consistently met. Substantial increases were seen across many 
of the core areas relating to human medicines, including scientific-advice, orphan designations, 
variations and safety-related activities. While a reasonably steady state for submission of applications 
was seen for veterinary medicines, there was a considerable increase in the number of requests for 
scientific advice and in pharmacovigilance activities.  

Consolidation of the EMA’s international strategy in the light of global 
challenges 

The development of the Agency’s international strategy started with the appointment of an 
International Liaison Officer in the beginning of 2009. By the end of the year the international strategy 
was included as an important part of the Agency’s Road Map to 2015 and integrated in the consultation 
document, which was adopted by the EMA Management Board for public consultation during its 
December 2009 meeting.  

In August 2009, the Agency signed its latest confidentiality arrangement with the Australian 
Therapeutic Goods Administration (TGA), bringing the number of confidentiality arrangements in place 
up to four. 

Bilateral relations with the US FDA and the Japanese authorities were greatly increased when the 
notion of liaison placements was agreed. In June 2009 an FDA official took up a posting at the Agency, 
followed by an official from the Japanese authorities who took up a liaison post in November 2009. The 
European Medicines Agency appointed a staff member as a liaison officer to the FDA in July 2009. 

Overall, the H1N1 influenza pandemic resulted in an unprecedented level of international cooperation 
activity at bilateral and multilateral level. The Agency had regular exchanges with regulators from 
Australia, Canada, Japan, the United States and experts from the World Health Organization.  

A number of pilot projects fostering international collaboration in the area of inspections were launched 
in 2009. 

Strengthening the European medicines network 

The network demonstrated its strength during the 2009 H1N1 influenza pandemic. The Agency 
activated its influenza pandemic crisis management plan in April 2009 following the initial outbreak and 
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subsequently stepped up activities as the World Health Organization (WHO) raised the pandemic level. 
The mobilisation of scientific experts from all over the European Union made it possible to fast-track 
the scientific review of vaccines, so that by October 2009 three centrally authorised pandemic H1N1 
vaccines were available for use by the public health authorities in the EU Member States. 

While many resources were dedicated to deal with the influenza pandemic, the European Medicines 
Network also made progress on a number of other initiatives: Work on the European Risk Management 
Strategy (ERMS) continued in 2009 in accordance with the rolling 2 year Work Programme; the Agency 
worked jointly with the Heads of Medicines Agency(HMA) as part of the joint HMA/EMA Training Project 
Team in the development of a training strategy for the regulatory network; work further progressed to 
simplify the contractual arrangements with the Member States for the services provided to the Agency 
through the development of a Cooperation Agreement.  

Improve the safety-monitoring of medicines for human and veterinary use 

Pharmacovigilance of antivirals and vaccines used during the pandemic influenza was a major activity 
in 2009. The Agency developed a European Strategy for influenza A/H1N1 vaccines benefit/risk 
monitoring in close collaboration with the European Centre for Disease Control and Prevention (ECDC) 
and the Heads of Medicines Agencies (HMA).  

A pilot phase for the EU Regulatory System Incident Management Plan for medicines for human use 
was launched on 1 June 2009. This plan is designed to improve the handling and coordination of any 
potential crisis with a medicine in the European medicines system.  

The Agency-led PROTECT (Pharmacoepidemiological Research on Outcomes of Therapeutics by a 
European Consortium) project was accepted for funding by the Innovative Medicines Initiative Joint 
Undertaking (IMI JU). PROTECT is a collaborative European project bringing together 29 public and 
private partners, which aims to develop innovative methods in pharmacoepidemiology and 
pharmacovigilance. 

EudraVigilance, the European Union database and data processing network on adverse drug reactions 
was further developed in line with the project plan agreed by the EudraVigilance Steering Committee.  

The EudraVigilance Support Programme was initiated end of January 2009 to assist Member States in 
their signal detection and evaluation activities. The European Pharmacovigilance Issues Tracking Tool 
(EPITT) is now routinely used to support the signal management process. 

In accordance with the 2009 European Network of Centres for Pharmacoepidemiology and 
Pharmacovigilance (ENCePP) Work Plan work undertaken during 2009 focussed on topics such as the 
database of ENCePP research centres (made publicly available in December 2009 and to be populated 
in 2010), the establishment of the ENCePP Steering Group and the drafting of an ENCePP Code of 
Conduct and a Checklist of Methodological Research Standards (both documents were released for 
public consultation in November 2009).  

Initiatives have been taken to facilitate the monitoring of adverse drug reactions in children for 
centrally authorised medicines. An Action Plan on paediatric pharmacovigilance based on 
EudraVigilance data was adopted in May 2009 in order to further strengthen the intensive monitoring 
of paediatric use of medicines. 

A reflection paper on the concept of risk-management plans for veterinary medicines was published for 
consultation. 
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The implementation and development of EudraVigilance Veterinary (EVVet) continued in 2009 in 
accordance with the EVVet Action Plan. Thirty-two competent authorities are registered, with a total of 
150 different users. There are also 111 organisations registered (marketing-authorisation holders and 
third parties), with a total of 176 different users.  All major companies are now registered and 
operating electronic reporting via EVVet. 

Implementing and operating the new legislation on advanced-therapy 
medicinal products for human use, as well as other new legislation 

The new legislation on advanced therapy medicinal products (ATMPs) provided for the establishment of 
a new scientific committee at the Agency. The Committee on Advanced Therapies (CAT) was 
inaugurated in January 2009. The Committee deals with ATMPs for human use that are based on gene 
therapy, somatic cell therapy or tissue engineering. These innovative medicines offer groundbreaking 
new treatment opportunities for diseases and injuries of the human body.  

The CAT is a multidisciplinary committee made up of some of the best experts in the field. A large part 
of their work in 2009 was dedicated to implementing and further developing the regulatory framework 
for ATMPs by drafting procedural and scientific guidelines for public consultation, helping applicants in 
preparing their applications for the procedures introduced by the new legislation. 

By the end of 2009, the Agency had received marketing authorisation applications for three ATMPs. For 
one of these medicines, a tissue-engineered product containing chondrocytes, the CAT proposed a 
positive opinion to the Agency’s Committee for Medicinal Products for Human Use (CHMP). For a gene 
therapy product, the CAT adopted a draft negative opinion. The third medicine, another gene therapy 
product was withdrawn by the applicant prior to the adoption of a final opinion by the CHMP. 

Preparing for the implementation of the variations legislation, the Agency provided draft guidelines on 
the detailed classification on variations and for the procedure for the handling of variations according 
to the new Regulation to the European Commission at the end of February 2009. Existing regulatory 
guidance documents were updated, to take account of the new rules. 

Fostering transparency, communication and provision of information; 

Responding to increasing stakeholder expectations, the Agency launched a public consultation process 
on a new Transparency Policy, bringing together in one comprehensive document the Agency’s vision 
on its level of openness towards its stakeholders.  

The need for continuous reflection on the Agency’s activities in the area of transparency was 
underlined by the continuing increase in the number of requests received for access to both documents 
and information. 

The public consultations on the draft EudraVigilance Access Policies in relation to human and veterinary 
medicines were completed in Spring 2009. Work is now underway to revise the draft Policies.  

In a cooperation with King’s College London, the Agency initiated a study on its benefit/risk 
communication activities. The study aims to describe the Agency’s approach to benefit/risk 
communication and will make proposals for future implementation. In addition, the Agency published a 
report on patients’, consumers’ and healthcare professionals’ expectations on information on the 
benefit-risk evaluation of medicines in June 2009.  
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The Agency unveiled its new visual identity on 8 December 2009. The new identity was developed 
primarily to ensure that the communications materials of the Agency are created with a consistent look 
and feel to communicate to the public a clearer message about its role and activities.  

A new public website for the Agency was nearing the completion of development by the end of 2009. 
With the current website being visited more than 700,000 times each month, the new site is being 
designed with the needs of the public in mind, offering improved navigation and search functionality, 
providing better access to information on public-health issues. 

Contributing to improved availability of medicines for human and 
veterinary use 

The Agency delivered good results on a number of processes and procedures that contribute to the 
innovation and availability of medicines for human and animal use. Scientific advice activities for 
human and veterinary medicines were significantly up, as were the activities relating to the provision 
of support to small and medium-sized enterprises (SMEs).  

Looking into the future of medicines development, the Agency is inviting discussions on innovative 
therapeutic approaches and new development methods for human medicines. Topics covered in 2009 
included biomarkers and other novel development methods, nanotechnologies in life sciences and 
reinforced coordination between pharmaceuticals and devices authorities for the evaluation of targeted 
and combined medicinal products.  

Promoting the availability of veterinary medicines, the Agency continued its contribution to the 
implementation of the action plan arising from the HMA Taskforce on Availability.  A particular highlight 
was the introduction in September 2009 of a range of measures to promote the authorisation of 
products for Minor Use Minor Species/limited markets (MUMS). 

The Agency also closely cooperated with the European Commission on fostering innovation in the 
context of the Innovative Medicines Initiative (IMI), 7th Framework Programme and the European 
Technology Platform for Global Animal Health. 

1.2.  ACHIEVEMENT BY ABB ACTIVITIES 

(OPERATIONAL ACTIVITIES) 

Achievements by ABB activities are described in the Agency’s Annual Report 2009 as adopted by the 
Management Board on the 18 March 2010. 

The Annual Report 2009 can be found in Annex 6 



 
Annual activity report 2009  
of the European medicines agency  

 

EMA/MB/168222/2010  Page 8/46
 

2.  MANAGEMENT AND INTERNAL CONTROL SYSTEM 

An integrated management system forms the backbone in providing management assurance about the 
Agency's processes and output. Central elements of this system, that is marked by continuous 
improvement, are: a quality management system; a risk management system; an Audit Advisory 
Committee; self-assessments; audits; internal controls and management reviews; benchmarking with 
partners in the European network of medicines agencies (BEMA); human resource management; 
business and financial management; health and safety, and environmental policies; and business 
continuity planning. 

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

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 works with the Member States’ national competent authorities that provide scientific 
experts for the work of the EMA 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 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, and industry associations. 

In 2009, six scientific committees conducted the main scientific work of the Agency, supported in some 
cases by several working parties and scientific advisory groups:  

 the Committee for Medicinal Products for Human Use (CHMP); 

 the Committee for Medicinal Products for Veterinary Use (CVMP);  

 the Committee for Orphan Medicinal Products (COMP); 

 the Committee on Herbal Medicinal Products (HMPC); 

 the Paediatric Committee (PDCO); 

 the Committee for Advanced Therapies (CAT). 

Financing of the Agency  

The Agency’s revenue consists of a Community contribution (general contribution, special EU 
contribution for orphan medicinal products), 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.  
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Table 1 Revenue 20091  

Source of revenue EUR ‘000 % 

Fees 141,023 71.90 

EU contribution  46,852 23.89 

- General 36,320 18.52 

- For orphan medicines 5,632 2.87 

- Surplus from N-2 4,900 2.50 

Other revenue (including contribution from EEA) 8,260 4.21 

Total revenue 196,135 100.00 

 

Figure 1 Budget evolution 2005 – 2009 (please note that the EU contribution in the figure excludes 
the fund for orphan medicines and the use of the surplus from N-2) 

European Medicines Agency - budget evolution 2005 - 2009
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In 2009, 72% 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 19% in 2009). 

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.  

                                               
1 2009 as per provisional accounts 



 
Annual activity report 2009  
of the European medicines agency  

 

EMA/MB/168222/2010  Page 10/46
 

Figure 2 Fee revenue 2001 – 2009 
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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 cancelled this arrangement for all agencies. The Agency is discussing with the 
European Commission the possibility to reinstate the mechanism in line with the recommendation from 
the European Parliament to allow for a flexibility instrument for agencies that largely depend on fee 
income. 

In 2009 around 43% 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.  

Further 39% of the revenue was considered semi-stable as it is derived from post-authorisation 
activities mainly for variations and extensions. However, from January 2010, with the implementation 
of Commission Regulation (EC) No 1234/2008 of 24 of November 2008 (Variations Regulation) the 
Agency is concerned with a potential decline in post-authorisation fees for variations which bears a 
financial risk.  

Rapidly evolving context 

The major characteristics of the Agency are the continuously evolving pharmaceutical legislation, and 
the increase in the volume and complexity of procedures. The implementation of Community legislation 
on advanced therapy medicinal products at the end of 2008 gave new responsibilities to the Agency, 
including the establishment of the sixth scientific committee and the responsibility for assessment of 
quality, safety and efficacy of these products. In the short term the Agency is preparing for the 
implementation of the revised legislation on variations to marketing authorisations. Good progress was 
made on implementing the new Maximum Residue Limits Regulation (Regulation 470/2009), adopted 
in June 2009. In the mid-term, the Agency will commence preparations for possible future legislative 
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changes in the areas of pharmacovigilance, falsified medicines and, possibly, the provision of 
information to patients. 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. 

Review of the Agency’s organisational structure 

The Agency has developed over the past years in terms of staff numbers and internal processes, in line 
with its increased responsibilities. The number of scientific committees and the complexity of 
procedures have grown, and the cross-relationship between committees brings with it the need for 
enhanced coordination and support. 

Following a structured process-improvement exercise that started in 2006, from May 2007 attention 
focused specifically on the core business – examining processes within the two units dealing with 
medicinal products for human use and monitoring their interactions in order to assess their potential 
for adapting to future needs. The following key concepts were identified by the working group and 
provided the framework for extensive staff consultation: Product Team Leader (PTL); Group/Section 
leader; product lifecycle management; process management; meeting management. 

With the stated aim of improving its functioning and the way in which it delivers its core tasks, the 
Agency adopted the McKinsey 7S (Shared Values, Skills, Staff, Strategy, Structure, Style, Systems) 
framework to assess its overall organisational effectiveness. The change management process was 
supplemented by use of RACI (Responsibility, Accountability, Communication, Information) 
methodology to chart responsibility and accountability for processes and activities. 

A revised organisational structure was implemented in December 2009, reflecting the following key 
changes: 

 The life-cycle management of medicines for human use was brought together into one Unit, Human 
Medicines Development and Evaluation, responsible for the provision of advice during the research 
and development phase, through to management of the review process and changes to products 
after they have been approved 

 The creation of a Unit, Patient Health Protection, contributing to patient health protection from the 
multiple perspectives of pharmacovigilance, risk and crisis management, patient and health care 
professional information, inspections (for both human and veterinary products) and appropriate 
regulatory compliance. The Unit is also in charge of community procedures for both centrally and 
non-centrally authorised products 

 Within the Unit for Veterinary Medicines and Product Data Management 

 creation of a single Sector responsible for all areas of veterinary medicines – development, 
evaluation and maintenance of veterinary medicines, public and animal health (including 
safety) and veterinary regulatory affairs 

 creation of a single Sector for the management of product data and documentation related to 
applications for the whole Agency; it is also involved in the development of ICT systems to 
support scientific business processes 

 Rationalisation of services within the Unit for Information and Communications Technology and 
within the Administration Unit 

 Formalisation of a fourth management level (Section Heads) with the aim of improving 
management practices, creating smaller groups and clarifying roles and responsibilities 
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A new corporate governance structure is under development and will be implemented in 2010. 

Overall, the changes to the structure will make the organisation better positioned to operate in the 
current environment and ensure more accountability at various management levels – whether staff or 
process management. 

Road Map 

Preparations began for a new Agency Road Map to 2015. The new strategic vision continues the 
previous Road Map initiative, setting out the Agency’s priorities for the next five years; once finalised 
the vision document will be supported by multi-annual planning.  

Evaluation of the Agency 

In 2009 the European Commission initiated the evaluation of the Agency, as required by Regulation 
(EC) No 726/2004*, the Implementing Measures of the Financial Regulation and by the European 
Parliament. 
The evaluation was conducted by Ernst & Young. The objectives of the evaluation were to assess the 
work of the Agency and the network in the following domains: the effectiveness and efficiency of the 
Agency and the system, the contribution of the Agency to the protection of public and animal health, 
its contribution to the effectively operating internal market for medicinal products, and the added value 
of the Agency to stakeholders. 
On the basis of the assessment of the effectiveness and efficiency of the system, the evaluation 
addresses the contribution of the Agency to the protection of public and animal health, its contribution 
to the achievement of an operating internal market and the added value of the whole system for the 
stakeholders. 

The following is an extract from the conclusions: 

“Since its creation in 1993, the European Medicines Agency has made considerable progress in 
maintaining an effective European authorisation system for human and veterinary medicinal products. 
In a quite limited timeframe, the European Medicines Agency has gained great consideration from 
all stakeholders, at European as well as international level. The European Medicines Agency’s opinions 
are undoubtedly considered of a very high quality from a scientific point of view and the Agency has 
become a leading actor in establishing international standards. 

With regards to its mandate, the Agency has proved effective in protecting public and animal health by 
providing the EU citizens with human and veterinary medicinal product fulfilling the requirements for 
quality, safety and efficacy. In addition to its central role for centralized procedures, EMA has also 
successfully contributed to mutual-recognition and decentralized procedures through its involvement in 
referrals and arbitration procedures.  

The European Medicines Agency Secretariat together with 44 NCAs represents the archetype of an 
effective and efficient Community method. The organisation has gained in efficiency in the past years 
by maintaining the same level of quality. It allows also the contribution of the most relevant experts at 
various steps of the authorization process. 

One may trust the European Medicines Agency to adapt to the coming new scientific or political 
challenges, if its organisation is appropriately altered in order to ensure the sustainability of the 
system”. 
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Payment to national competent authorities for services provided  

The legislation provides that the Agency should pay rapporteurs and experts 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 fees” the National 
Competent Authority employing the rapporteur or expert received a fixed percentage of the fee 
depending on the type of application. 

The Agency paid/committed in 2009 around EUR 66,52 million (approximately 35.61% of the Agency’s 
expenditure) to national competent authorities for services provided.  

The Management Board at the meeting in June 2008 considered a proposal of the Executive Director, 
and endorsed a pilot phase from October 2008 to October 2009. The outcome of the pilot was 
presented to the Board in December 2009. Based on this outcome, at the same meeting the Executive 
Director of the Agency submitted a proposal to the Board for the implementation of a new system of 
remuneration for the work of the (co) rapporteur. The Management Board did not support the 
Director’s proposal and agreed that the Management Board’s Topic coordinators for costing will review 
the subject.  The Board stressed that only those countries which participated in the pilot demonstrated 
ability to identify hourly rates for services provided and to record time spent on centralised 
applications. A number of countries chose not to participate in the pilot. Member States continued to 
have reservations as to the ability to record time on an ongoing basis.  

The Management Board topic coordinators for this subject will continue reflecting on the payment 
system. 

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 as well as work-sharing on 
variations to decentralised products. The issue is also discussed in the report on the evaluation of the 
European medicines agency and will be further considered within the ongoing discussion on the 
payment system for rapporteurs and experts. The issue of non-paid participation of civil society 
representatives and experts not associated with National Authorities also remains..  

Independence of experts and confidentiality  

Safeguarding commercially confidential information 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 recommendations from the Commission’s Internal Audit Service to introduce a documented 
procedure for the handling of conflicts of interests of staff acting as Product Team Leaders/Members or 
project managers and to update and better define the Agency’ list of experts are being addressed with 
a final target date set for the last quarter of 2010. An electronic system, to complete the declaration of 
interest by staff was introduced in November 2009, enabling managers to check for conflicts of 
interest. 

                                               
2 2009: as per provisional accounts 
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The Conflicts of Interest policy and procedures are being reviewed in the light of accumulated 
experience. A Memorandum of Understanding between the European Medicines Agency and the 
national competent authorities on the monitoring of the scientific level and independence of the 
evaluations carried out for the Agency has been drafted.  

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 (Management Board Telematics Committee 
(succesor to 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 Agency 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. Further to the decision of 
the Telematics steering committee and the proposal of the European Commission, the Management 
Board created the Management Board Telematics Committee (MBTC) as a subgroup of the 
Management Board in October 2009. The proposal aims to simplify the governance structure, 
rationalise reporting lines and confirm the appropriate representation of the network. 

2.2.  THE FUNCTIONING OF THE INTERNAL CONTROL SYSTEM 

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 sets out quality management principles and is aimed 
at integrating the requirements of the ISO 9001:2000 quality system requirements, regulatory 
framework, the Framework and the EMA Financial Regulations, the internal control standards and the 
staff regulations. 

In December 2008, the Management Board adopted the EMA 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 was aimed at changing the emphasis in the internal control framework, 
making it more risk based and consequently more effective. The changes were also designed to 
rationalise the current standards, taking into account experiences gained, and to ensure that they were 
more comprehensible to staff.  

The internal control standards together with other elements of the integrated 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: 
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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.  

The Agency has further reinforced 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 and final draft work programmes 2010 and 2011.  

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.  

The risk management system is subject to annual review, and appears as a standing point at the Audit 
Advisory Committee. 

The high level of detail employed in elaborating the risk register has led to a very large number of 
risks, controls and mitigating actions being documented. This in turn can lead to reluctance to include 
further risks related to new processes that have not yet been assessed. Following a risk analysis based 
on the MARCI methodology conducted in 2009 for the IAS, risk coordinators made a proposal for a 
simplification of the risk register, currently being discussed at top management level. 

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 2009 management review:  

 Periodic review of the deviations of the implementation of the work programme  

 Review of ex ante, ex post verification reports and of the register of exceptions 

 Annual review of Internal control standards  

 Review of factors in the Agency’s business environment affecting its priorities for coming years  

 Risk management  

 Review of audit reports 
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 Review of the implementation of the Benchmarking of European Medicines Agencies (BEMA) action 
plans 

 Review of control domain performance indicators 

 Review of the EMA project prioritisation initiative (EPOPPP) 

The majority of issues identified during the review process have been addressed during the year. 
Actions are ongoing in the relevant areas. The Agency’s management will continue reflecting on the 
effectiveness and efficiency of the Agency’s integrated management system with a view to find 
opportunities for further integration of the processes and increasing their effectiveness.  

The Agency also launched intranet pages aimed to describe all the individual management tools used 
by the Agency. The pages provide an overview of how the agency's management system is 
implemented in practical terms, how various elements interact together, who is coordinating, 
contributing to various activities, where outputs of those activities are used. 

Staff Engagement Survey 2009 

The Staff Engagement Survey is a management tool that aims to provide an ‘organisational health 
check’ for the Agency (i.e. to determine broad trends reflecting the perception of staff on a range of 
factors) and to provide supporting evidence in the prioritisation of agreed improvement actions.  

Based on an overall response rate of 82%, the results of the 2009 survey were extremely positive and 
revealed that 87% of respondents were either engaged or motivated. There was a general 
improvement in engagement levels and overall scores compared with 2008. 

However, concerns relating to bureaucracy, communications, cooperation and involvement – already 
identified in 2008 – were repeated in 2009. The Executive Director and management team therefore 
decided to continue with implementation of the 2008 action programme - supplemented in 2009 with 
additional actions in these areas. 

The review of the Agency’s organisational structure and adoption of a structured change management 
methodology (including extensive staff consultation throughout the review period) facilitated this 
approach by incorporating consideration of issues raised by the 2008 and 2009 Staff Engagement 
Surveys, in particular formalisation of the fourth management level (to create smaller groups, clarify 
roles and responsibilities, and improve delegation). 

The introduction of responsibility charting (RACI) methodology is contributing to improvement actions 
by helping teams to define for each process (1) the person(s) responsible for any action (2) the 
person(s) accountable (3) who should be communicated with (4) who should be informed. The 
methodology is also proving useful in structuring discussions on (re)allocation of activities within the 
new organisational structure. 

In addition, a series of management workshops will be held in 2010 on the topics of: Mutual 
expectations; Decision-making and prioritisation; Delegation; Communication; Leadership and 
management; Performance management and feedback. The projected outcome of these workshops is 
a management manual identifying best practice for each topic and providing practical tools to improve 
consistency of management practices across the Agency. 
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Training and competence development 

The Agency 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.   

The Training rules have been revised and provide additional support to staff who have to comply with 
Art. 45 before their first promotion. A number of new courses were introduced in 2009 including 
managing meeting documents (MMD) training on different levels, regulatory affairs training for non 
scientists, revised training on decision making in the EU, specialised statistics training, Oracle. 

The Training Section supports reporting officers in their preparation for the performance evaluation 
review by sending them the relevant staff member’s training profile and training record. 

The Agency currently analyses scientific training needs of its staff and implemented in 2009 a specific 
scientific training programme for its staff to enhance and expand their existing competencies. The 
Agency also participates in the Joint HMA/EMA Training Project Team which develops a competence 
development programme across the European medicines network.  

Training organized to support the Agency restructuring was Responsibility Charting (RACI), Training for 
Section Heads, Management training workshops for Heads of Sector (ongoing). 

The number of formally recorded training taken by Agency staff in 2009 was 4213 days (6.9 days per 
person including language training). The estimated informal training per staff is 2.5 days, thus the 
total amount of training received by staff in 2009 was 9.4 days. The target is an average of 10 days 
per staff member. 

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. 

The Agency has entered into the Service Level Agreement of the Commission and contributes to the 
cost of the staff in the Commission to service it.  

All training courses at the EMA are open to staff of other agencies and the catalogue of courses is sent 
annually to all the agencies.  Staff of other agencies do participate in EMA courses. 

Equal opportunities 

The Agency is committed to the provision of equality of opportunity to its staff. There is an Equal 
Opportunities Policy and an action programme in place. A survey of all staff on equality issues was 
carried out in 2009 and 87.5% of respondents confirmed never having experienced unequal gender 
treatment at the Agency. The results show that the Agency provides equal conditions for men and 
women to develop professionally. The female/male ratio at the end of 2009 was 2.05. In the 
administrator category this ratio was 1, showing parity in gender representation. 

Review of sensitive functions  

In line with the guidelines for sensitive functions the Agency conducted the annual review of sensitive 
posts in April 2009. As a result one further function was declared being sensitive with the associated 
risk level being considered acceptable. 
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Internal Control Standard 2009 – 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 
requirements, however further implementation of some of the requirements is needed as outlined 
below:  

ICS 2. Ethical and Organisational Values: 

The Agency is introducing further improvements in the area of handling of conflicts of interests of staff, 
the management of the expert database and cooperation with national competent authorities in this 
field as described in the section ‘Independence of experts and confidentiality’ above.   

ICS 10. Business Continuity:  

The HR Sector, the Budget and Finance Section and the Infrastructure Services Sector have developed 
an extensive list of checklists to be used in a BCP situation but in general preparations in the other 
units and sectors are at the business impact analysis stage.  Cooperation between the Internal 
Communication team and HR, IT and ISERV staff members resulted in launch of the BC microsite in 
February 2009.  Business continuity awareness sessions took place in the first 4 months of 2009. 
Further to that the disaster recovery site familiarisation day was organised in October 2009. All staff 
members were invited to participate in both activities. Annual cross-Agency business continuity 
exercise also took place in October. It was a successful test of mostly used IT applications with remote 
access via new version of Citrix. 

ICS 11. Document Management:  

In line with the recommendation from the Commission’s Internal Audit Service further progress on the 
development and implementation of an electronic records management system was made with the 
approval of the EMA Business Classification Scheme and Retention Plan in 2009. The Business 
Classification Scheme and the Retention Plan still remain to be fully implemented (planned for August 
2010 with the full implementation of Document Records and Electronic Archive Management (DREAM) 
system). 

ICS 14. Evaluation of Activities:  

In 2008, improvements were made for ex ante evaluation of projects through the launch of the project 
initiation process and establishment of a unified project database (EPOPPP). A dedicated website 
stepping through the procedure is developed. All projects should now follow a management approval 
process which addresses the issues of relevance, usefulness, duplication with existing efforts, 
coherence with existing annual and multi-annual priorities, associated risks and resources needed for 
implementation and post implementation but, although the framework is established, greater uptake of 
the procedure is needed as only few projects followed it. More activity is needed to follow up on the 
results and impact of completed projects.  

2.3.  BUILDING BLOCKS TOWARDS REASONABLE ASSURANCE OF THE 
AUTHORISING OFFICER 

2.3.1.  ASSESMENT BY MANAGEMENT 

A number of control elements contribute to the building of the reasonable assurance. These include: 
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 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 manager; 

 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 Agency 
also updated the status of implementation of improvement actions stemming from the external 
assessment carried out in 2008. 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 (EMA and national competent authorities) with a view to improve continuously the 
European medicines regulatory system.   

The Agency has made good progress in 2009 with the action plan agreed following the assessors’ visit 
in 2008.  

Internal and external audits 

Results are reported in section 2.3.2. 

Management review activities 

Results are reported in section 2.2. 
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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 EMA’s management structure. The AAC provides the 
Executive Director with independent advice on EMA’s IQM system and corporate governance and 
oversight over the internal audit work. 

The main work of the committee in 2009 focused on: 

 Oversight with internal audits. This included providing advice on specific internal and external audit 
findings, including the implementation of the programme of IT audits conducted together with 
external IT-auditors and providing oversight of audit outcomes and follow-up on action plans,  

 Advice on IQM and risk management, including a continual review of EMA’s risk management 
system, oversight with the annual Internal Control Standards review, 

 Review of current arrangements for internal audit at EMA; including participation in a self-
assessment, providing input to key policies and documents and keeping oversight with the ongoing 
project for streamlining of internal audit procedures, 

 Provision of advice to the Executive Director and management on the draft annual accounts and 
treasury policy, 

 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, 

 Provision on advice on the Agency’s Work Programme and Annual Report, 

AAC representatives participated in the selection procedure for the new Head of Internal Audit Sector. 

The AAC requested that the Internal Audit Sector added the following deliverables to its 2010 work 
plan: 

 completion of the streamlining of internal audit procedures and reporting templates (incl. update of 
TrackWise), 

 continue efforts to improve compliance with deadlines for provision by auditee management of 
improvement action plans and completion of improvement actions. 

 launch of a tender to provide external evaluation of the AAC and the internal audit function, to 
ensure compliance with the requirement for evaluation every five years. 

Ex ante verification 

The verification is based on the subjective evaluation of risks where sound judgment applies. The 
Agency has decentralised the verification of low risk or standard transactions requiring an operational 
expertise and control.  The sound financial management and the transparency principles lead to the 
verification function. 

In 2009, 34,100 controls were carried out on financial transactions.  4.8% of transactions required a 
correction or a comment which is an acceptable rate of error.  The mistakes were either corrected and 
returned into the workflow or discussed with the authorising department for further improvement. 
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15 exceptions were entered in the register of exceptions although none of them required to be 
reported to the Executive Director. 

Ex post controls 

The agency has conducted ex-post verification in operational and financial areas. Out of these: 

 The samples which were subject to ex post verification amounted to approximately €38 million of 
revenue (sample included annual fees). These procedures generate approximately a total of €64 
million of revenue.  

 The samples which were subject to ex post verification amounted to approximately €7 million of 
expenditure. The sampled procedures relate to approximately a total of €40 million of expenditure. 

Findings did not detect significant weaknesses of the system that would have impact on the declaration 
of assurance.    

Reconciliation of information in the financial systems  

The Agency’s operational systems are interfaced with SI2 system. During 2009 reconciliations for 
100% of the data between the product and procedure tracking system (SIAMED) and the budgetary 
system (SI2) were carried out on a regular basis. In addition, the Agency’s reconciles the budgetary 
system (SI2) with the financial accounting system (SAGE) on a monthly basis. No findings which could 
impact the declaration of assurance were detected.  

Procurement Process 

In 2009 the Contracts and Procurement team moved from Administration to the Legal Service as part 
of the Agency’s re-organisation.  The Contracts and Procurement team now report to the Head of the 
Legal Service. 

During 2009 68 new procurement contracts exceeding Euro 25,000 in value were concluded by the 
Agency.  In addition to this there were 219 specific contracts concluded from framework contracts in 
2009.  Overall this makes a total of 287 contracts concluded in 2009. 

Follow-up advice to the comments of the Court of Auditors was issued to Authorising Officers by the 
Contracts and Procurement team, including management of calls for expressions of interest, awarding 
of points for appearance of tenders, compatibility of information in contracts and annexes, conduct of 
negotiated procedures in sole supplier situations. 

Advisory Committee on Procurement and Contracts (ACPC)  

In accordance with Article 77, point 2 (a) of EMA’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 2009, the ACPC gave 
55 opinions, of which only 3 were not favourable. 
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Other preventive controls 

The Agency uses the Early Warning System of the European Commission and has access to a 
database, which enables the EMA 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 INDIPENDENT AUDITS, FOLLOW UP OF AUDIT WORK 
AND PREVIOUS YEAR’S RESERVATION 

Follow up of previous year’s reservations 

The Executive Director did not have reservations with regard to budget year 2008.  

Internal audits 

On the basis of the findings from the audits conducted in 2009 by the Internal Audit Sector and the 
findings of the audits carried out by the European Court of Auditors (ECA) and the European 
Commission’s Internal Audit Service (IAS), the Internal Auditor is of the opinion that the Agency’s 
governance, internal control, risk management systems and integrated quality management (IQM) 
system is well-implemented, procedures are in general adhered to, and the controls in place provide a 
reasonable level of assurance. 

The following observations were made in the audit reports of issued by Internal Audit: 

 The following positive findings are highlighted: 
 

 A09001: ex-post controls are carried out on external archives, 
 A09002: outstanding level of commitment of staff, 
 A09003: implementation of an early warning system for safety issues, 
 A09008: compliance with requirements of the Data Protection Regulation, acknowledged 

by the European Data Protection Supervisor, 
 
 Critical opportunities for improvement (OFIs) are listed below, together with any action taken: 
 

 A09001-01: access to confidential documents stored off-site; immediate corrective 
action taken, longer-term action ongoing 

 A09002-01: management of conflicts of interest; policy and SOP has been revised and 
implemented, 

 A09005-01: insurance policy not available for facilities manager; requested from 
building management company; at time of reporting the policy had been received 

 A09006-01: EudraVigilance issues with strategic impact; action taken/in progress, 
 A09006-02: conflict of interest of EudraVigilance database training provider; immediate 

corrective action taken, 
 A09006-03: access to EudraVigilance database for former staff members; immediate 

corrective action taken, 
 A09008-01: need for adoption and implementation of IT security policy 
 E09002-09: need for review of organisational structure for ensuring successful delivery 

of large projects, action plan in development. 
 
A total of 65 OFIs were issued 19 were rated ‘very important and 31 ‘important’. 7 were rated as 
‘minor issue’.  

Internal Audit Sector undertook a project to streamline audit procedures in accordance with IIA 
standards. The project started with a self-assessment and subsequently policies were developed and 
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implemented, including a Code of Ethics, an Internal Audit Charter and a three-yearly audit strategy, 
which includes a risk assessment based on the IAS’ MARCI methodology.  

Statistical sampling methods were introduced to the audit procedure.  

Internal Audit Sector undertook a review of the status of ongoing improvement actions related to 
internal audits which should result in improvement actions being completed within the set deadlines.  

Internal Audit Service (IAS)  

The IAS conducted an audit of the Agency’s human resources management in May 2009. Its draft 
report contains the following audit opinion and major findings/observations: 

Based on the results of our audit as described in the objectives and scope of the audit engagement, we 
believe that the internal control system in place provides reasonable assurance3 regarding the 
adequacy and effectiveness of the Human Resources Management in EMA, except for the following 
very important issues:   

 The Agency adopted Internal Rules governing the changes of contract within and between function 
groups due to mobility of existing EMA staff following appointment from an internal or external 
selection procedure or competition. These rules have not been sent to the European Commission 
for agreement. The Internal Rules might contravene the provisions of the Staff Regulations and be 
questioned in case of disputes. EMA should ensure full compliance with Article 110 of the Staff 
Regulations and modify the Internal Rules if they are in contradiction with the Staff Regulations 
(Recommendation 3). 

 The criteria used for recruitment as published in vacancy notices are not clear enough. The 
recruitment procedures reviewed revealed deficiencies regarding non-compliance with the 
advertised criteria or the application of different criteria. There was a lack of evidence supporting 
how the criteria were applied. This could lead to disqualification of competent candidates, litigation 
risks and to incomplete documentation of the decision-making process. The Agency should publish 
clear criteria in vacancy notices. The criteria published should be those applied and the decision 
making process should be documented in the minutes of the meetings of the Selection Committee 
(Recommendation 6 and 9).  

 An internal candidate of grade AD12 was appointed to a position published at grade AD8 through 
an external recruitment procedure. This may lead to unequal treatment of candidates, risk of 
litigation and lack of real competition in the recruitment process. The Agency should ensure that 
candidates are appointed to the grade advertised in the vacancy notice (Recommendation 9). 

The IAS raised a total of 12 recommendations (3 very important and 9 important, 0 critical). Work is 
now ongoing at the Agency to implement corrective actions to the recommendations. At the time of 
reporting, the actions addressing nine of the recommendations were completed, with the remainder 
due for completion in 2010.  

In November IAS conducted a risk assessment with the aim of establishing the Agency’s audit universe 
and audit priorities for 2010 to 2012. This required considerable resource input from across the 
Agency, but the general sentiment was that it added value, also in the longer term, for risk 
management and internal audit planning. To ensure consistency and streamlining, the Agency is now 
looking into adopting the same methodology (MARCI) as applied by IAS. 

                                               
3 Even an effective internal control system, no matter how well designed and operated, has inherent limitations – 
including the possibility of the circumvention or overriding of controls – and therefore can provide only reasonable 
assurance to management regarding the achievement of the business objectives and not absolute assurance. 
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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 EMA internal procedures and the findings reported to EMA management, Audit 
Advisory Committee as well as the Management Board. 

The Internal Audit Sector acted as liaison with the contracting company and ensures co-ordination on 
planning, audit execution, reporting and follow-up. It monitored the performance of the contractor on 
an ongoing basis. The initial contract was extended for a third year to cover the audit programme for 
2010.  

The following positive points were highlighted: 

 two of three planned audits were completed4, 

 new audit findings categorisation applied, 

 generally high level of compliance noted. 

However, they also identified a number of weaknesses which require remedial action, most importantly 
related to: 

 concerns about organisation and delivery of ERP/SAP project, 

 concerns about delivery to time and cost of SIAMED II project. 

Court of Auditors and latest discharge: report 2008 

The European Parliament granted the discharge to the Executive Director of the Agency for the 
implementation of the budget of the Agency for the financial year 2008.  

The European Court of Auditors conducted its annual audit of the Agency’s 2008 accounts. The Court 
adopted its report on the 2008 accounts on 8 October 2009 and a number of observations listed below 
were noted by the European Parliament in its discharge.  

The report on the 2008 accounts of the Agency contains the following statement of assurance: 
 Opinion of the Court on the reliability of the accounts: in the Court’s opinion, the Agency’s Annual 

Accounts present fairly, in all material respects, its financial position as of 31 December 2008 and 
the results of its operations and its cash flows for the year then ended, in accordance with the 
provisions of its Financial Regulation. 

 Opinion on the legality and regularity of the transactions underlying the accounts: in the Court’s 
opinion, the transactions underlying the annual accounts of the Agency for the financial year ended 
31 December 2008, are in all material respects, legal and regular. 

and the following observations: 

 Court observation: of the budget appropriations, 36 million euro were carried over and 9.7 million 
euro were cancelled. As in previous years, the high level of carry-overs for administrative 
expenditure – 21.4 million euro – was mainly due for IT expenditure for a programme for the 
regulation of medical products. This situation has existed for a number of years and is at odds with 
the annuality principle. The Agency should take the appropriate steps to address this shortcoming. 

                                               
4 The planned audit of the project on the Agency’s new web-site and management structures in the ICT Unit was 
postponed due to the project running late and the timing of the re-organisation which came into effect in 
September 2009. 
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 Agency reply: The Agency takes note of the Court’s observations. It is confirmed that the main 
reason for carry over in the IT area are a number of multi-annual pan-European projects. The 
Agency will make every effort to reduce the absolute and relative amounts of budget carried 
forward to the following budget year. 

 Court observation: the Agency has a long-standing policy to enter into forward foreign exchange 
contract for the next financial year in order to hedge part (50%) of its administrative budget 
against unfavourable fluctuations of the exchange rate for the sterling. As the 2008 closing sterling 
rate used for drawing up the financial statements was significantly higher than foreseen when the 
contract was made (in August 2008), the Agency accounted for a negative fair value movement of 
8.7 million euro in its capital account. The Agency should consider reassessing its policy in the light 
of the risks incurred 

 Agency reply: the Agency believes that over the long term it is prudent to manage the 
currency exposure risk. We have taken into account the Court’s observations and an internal 
management group will look at the hedging strategy to follow for 2010 in conjunction with the 
Agency’s bank. 

 Court observation: as was the case last year, the audit of the tendering procedures showed 
weaknesses; inadequate evaluation methods for the price criteria, insufficient justification of 
chosen procedures and other procedural weaknesses. 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 takes note of the observed weaknesses and has taken action to 
improve the implementation and accompanying controls of procurement and tender 
procedures. 

The full report is published on the web-site of the Court of Auditors. 

In addition, the Court started work on the audit of the 2009 annual accounts during its November 
2009, the Court focused on issues related to procurement and recruitment. At the time of reporting, 
the Agency had provided comments on these preliminary findings which were not seen as critical by 
the Court. The final report, with the final findings and the Agency’s replies, is expected towards the 
end of 2010. 

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 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.  RESERVATION 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 

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, 13 May 2010 

 

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 EMA, this is not relevant for the EMA 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 EMA as a regulatory agency.] 
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ANNEX 3: HUMAN AND FINANCIAL RESOURCE BY ABB  

Budget 2009 Reference to 
Draft Work 
Programme 

Human 
resources 

Cost per 
Activity 

Costs per 
activity incl. 

Support  

of total 

Chapter Activity  % EUR ‘000 EUR ‘000 % 
01 Initial Evaluation – (initial applications 

for marketing authorisation) 
2.3 
3.2 and 3.3 8.31 20,062 21,005 11.33 

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

2.4 
3.4 9.18 37,148 38,894 20.99 

03 Pharmacovigilance and maintenance 
Activities  

2.6 
3.5 13.92 23,067 24,151 13.03 

04 Scientific Advice & Protocol Assistance 2.2 
3.1 4.28 13,408 14,039 7.58 

05 Arbitration / Referrals  2.7 and 3.6 2.60 3,093 3,239 1.75 
06 Inspections - and testing and sampling of 

centrally authorised medicinal products 
4.1 
4.2 and 4.3 3.29 5,262 5,510 2.97 

07 Administrative Charges – (parallel 
distribution notifications, certificate of 
medicinal products and variations work-
sharing) 

1.3 
2.5 

3.07 1,762 1,845 1.00 
08 EU Public Health and Harmonisation 

Activities 1.5 0.00 0 0 0.00 
08.01 Support to orphan designation process 2.1 1.94 2,332 2,442 1.32 
08.02 Medicines for Paediatric use 2.8 5.98 6,437 6,740 3.64 
08.03 Herbal medicinal products 2.9 1.45 1,896 1,986 1.07 
08.04 Small and Medium Size Enterprises 

(SMEs) Office  1.5 0.84 1,316 1,378 0.74 
08.05 Coordination group for mutual 

recognition and decentralised procedures 
Human & Vet 

1.3 
2.13 and 
3.8 1.68 1,146 1,199 0.65 

08.06 Specified medicinal areas:  Bio terrorism, 
clinical trials and Antimicrobial resistance 1.2 3.59 3,421 3,582 1.93 

08.07 EU co-operation – (Liaison with EU 
Institutions and national competent 
authorities) 

1.1 
1.2 0.74 916 960 0.52 

08.08 International co-operation – (scientific 
contribution to the European Union 
presence in a number of international 
fora) 

1.3 
1.6 

1.58 1,841 1,927 1.04 
08.09 Advance therapies  and other emerging 

and new therapies 2.10 0.64 1,480 1,549 0.84 
09 Project related activities: 

(implementation of a IT projects linked 
to the EU Telematics strategy and other 
IT projects) 

1.3 
2.11 and 
2.14 7.96 23,249 24,342 13.13 

10.01-02 Corporate governance – (Management 
Board, Audit Advisory Committee, 
Integrated Quality Management) 

5.1 
5.2 11.49 9,876 10,340 5.58 

10.03-06 Support services - (Executive support 
and Administration) 1.7 11.63 8,319 0 0.00 

10.07 Product information quality, Quality 
review document and translation 1.7 5.82 4,877 5,106 2.76 

11 Management and organisation of the 
CHMP, CVMP and Working Parties 
meetings  (including reimbursement to 
delegates) 

1.1 
2.12 and 
3.7 0.00 14,418 15,096 8.15 

 Total   100.00 185,328 185,328 100.00 
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ANNEX 4: DRAFT ANNUAL ACCOUNTS AND FINANCIAL 
REPORTS 2009 

[Please see separate document.] 

 

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 2009 

 



 

 

Annex 4.2 (a) Report on negotiated procedures: 

Consolidated list of new public procurement contracts > €25,000 concluded by negotiated procedure by the Agency 
during 2009  

(Reference period 01/01/2009 – 31/12/2009) 

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/2008/92/P&B Framework 
service 
contract 

The Oxford 
Group 
Consulting & 
Training limited 

360 performance 
evaluation of EMA 
management staff 

€60,000  
Ceiling of framework 
contract 

Negotiated 
procedure (under 
€60,000) 
 

A-HR 
F Nuttall 

3030 

EMEA/2008/100/P&B Framework 
service 
contract 

Personal 
Performance 
Consultants UK 
Limited 

Employee assistance 
programme and 
helpline 
 
 
 

Less than €60,000 Negotiated 
procedure under 
€60,000 
 
 
 
 
 

A-HR 
F Nuttall 

1820 

EMEA/2008/109/PM Framework 
supply and 
service 
contract 

MicroStrategy 
Inc 

Provision of 
pharmacointelligence 
software licences, 
installation and 
configuration 
services, training, 
support and 
maintenance and ad 
hoc product specific 
consultancy services 
 

€5,300,000 
Ceiling of framework 
contract 

Negotiated 
procedure Article 
126 1(b) 

I 
HG Wagner 

2121, 2124 

EMEA/2008/110/ISERV Supply and 
service 

First in Service 
Limited 

Planned maintenance 
and ad hoc repair of 

Maximum of 
€200,000 over 4 

Negotiated 
procedure Article 

A-IS 
S Mendosa 

1400, 
EMA.390213902
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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) 

contract all catering 
equipment 
 
 

years 126 1(a) 2 

EMEA/2008/111/ISERV Framework 
contract: 
supply and 
service 

Scarff Fire 
Safety UK 
Limited 

Maintenance and 
supply of fire 
extinguishing 
equipment 
 

Less than €60,000 Negotiated 
procedure (under 
€60,000) 

A-IS 
S Mendosa 

2050 

EMEA/2008/115/ISERV Framework 
service 
contract 

Chaos 
Ergonomics 
Limited 
 

Health and safety 
DSE assessments 

Less than €60,000 Negotiated 
procedure under 
€60,000 

A-IS 
S Mendosa 

2050 

EMEA/2009/01/ISERV Framework 
service 
contract 

Hykeham 
Facilities 
Management 
Limited 
 

Consultancy and 
project management 
for building services 

Less than €60,000 
Ceiling of framework 
contract 

Negotiated 
procedure under 
€60,000 

A-IS 
S Mendosa 

2080 

EMEA/2009/02/ISERV 
 

Framework 
supply 
contract 

Wellworking 
Limited 

Ergonomic furniture 
and office accessories 

Less than €60,000 
Ceiling of framework 
contract 
 

Negotiated 
procedure under 
€60,000 

A-IS 
S Mendosa 

2210 

EMEA/2009/05/PM Service 
contract 

Extedo GmbH Consultancy, software 
installation services, 
support services and 
training for e-
submission gateway 
 

€73,600 Negotiated 
procedure Article 
126 1(b) 

I-DV 
T Buxton 

2125, 
EMA.39065 

EMEA/2009/06/P&B Framework 
contract 

Roodlane Medical service for 
EMA staff members 
 

€700,000 
Ceiling of framework 
contract 

Negotiated 
procedure Article 
127 1(a) 

A-HR 
F Nuttall 

1410 

EMEA/2009/07/IT Service 
contract 

Hewlett-Packard Maintenance of IT 
equipment 

GBP 125,303.16 Negotiated 
procedure 
Article 126 1(b) 

I-IF 
D Drakeford 

2114, 2124 
EMA.39556 
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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/2009/08/PM-IT Framework 
contract 

FIT consortium 
(Trasys SA, 
Intrasoft 
International 
SA, Fujitsu 
Services SA) 
 

On-line transactional 
processing – 1st 
priority 
contractor 

€30,000,000 
Ceiling of framework 
contract 

Negotiated 
procedure Article 
127 1(a) 

I-DV 
H G Wagner 

2114, 2115, 
2124, 2125 

EMEA/2009/09/MIS Service 
contract 

Bulgarian Drug 
Agency 

Checking of 
translations of 
product information 
 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/11/MIS Service 
contract 

Pharmaceutical 
Services, 
Ministry of 
Health, Cyprus 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/12/MIS Service 
contract 

State Institute 
for Drug 
Control, Czech 
Republic 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/14/MIS 
 

Service 
contract 

Danish 
Medicines 
Agency 

Checking of 
translations of 
product information 

€71,680 
 
 

Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/15/MIS Service 
contract 

Agencia 
Española de 
Medicamentos y 
Productos 
Sanitarios 

Checking of 
translations of 
product information 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/16/MIS 
 

Service 
contract 

State Agency of 
Medicines, 
Estonia 

Checking of 
translations of 
product information 

€71,680 
 
 

Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/17/MIS Service 
contract 

National Agency 
for Medicines, 
Finland 

Checking of 
translations of 
product information 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/18/MIS Service Agence Checking of €63,500 Negotiated P-MI 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) 

contract Française de 
Sécurité 
Sanitaire des 
Produits de 
Santé 

translations of 
product information 

tender Article 
126 1(b) 

N Wathion EMA.37958 

EMEA/2009/20/MIS Service 
contract 

Federal 
Institute for 
Drugs and 
Medical Devices 
(BfArM) 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/21/MIS 
 

Service 
contract 

The Paul-
Ehrlich-Institute 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/23/MIS Service 
contract 

National 
Organisation for 
Medicines, 
Greece 

Checking of 
translations of 
product information 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/24/MIS Service 
contract 

National 
Institute for 
Pharmacy, 
Hungary 
 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/26/MIS 
 

Service 
contract 

Agenzia Italiana 
del Farmaco 

Checking of 
translations of 
product information 

€63,500 
 
 

Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/28/MIS Service 
contract 

State Agency of 
Medicines of 
Latvia 

Checking of 
translations of 
product information 
 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/29/MIS Service 
contract 

Medicines 
Authority, Malta 

Checking of 
translations of 
product information 

€63,500 
 
 

Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/31/MIS Service 
contract 

Medicines 
Evaluation 

Checking of 
translations of 

€71,680 Negotiated 
tender Article 

P-MI 
N Wathion 

3021 
EMA.37958 
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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) 

Board in The 
Netherlands 

product information 126 1(b) 

EMEA/2009/32/MIS Service 
contract 

State Medicines 
Control Agency 
of Lithuania 

Checking of 
translations of 
product information 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/34/MIS Service 
contract 

The Office for 
Registration of 
Medicinal 
Products, 
Medical Devices 
and Biocidal 
Products 

Checking of 
translations of 
product information 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/35/MIS Service 
contract 

INFARMED, 
Portugal 

Checking of 
translations of 
product information 
 
 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/37/MIS Service 
contract 

The National 
Medicines 
Agency, 
Romania 

Checking of 
translations of 
product information 
 
 
 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/39/MIS Service 
contract 

State Institute 
for Drug 
Control, Slovak 
Republic 
 

Checking of 
translations of 
product information 
 

€63,500 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/41/MIS Service 
contract 

Agency for 
Medical 
Products and 
Medical Devices 
of the Republic 
of Slovenia 
 

Checking of 
translations of 
product information 
 
 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 
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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/2009/42/MIS Service 
contract 

Medical 
Products 
Agency, 
Sweden 

Checking of 
translations of 
product information 
 
 

€71,680 Negotiated 
tender Article 
126 1(b) 

P-MI 
N Wathion 

3021 
EMA.37958 

EMEA/2009/44/P&B Framework 
service 
contract 

Emphasis 
Training Ltd 

First priority 
contractor: training 
courses in English 
Writing Skills 

Less than €60,000 
Ceiling of framework 
contract 

Negotiated 
tender under 
€60,000 

A-HR 
F Nuttall 

1120 

EMEA/2009/45/ISERV 
MA-UK-08-06 
 
 

Framework 
service 
contract 

Dun & 
Bradstreet 

Company credit 
profiling 

Less than €60,000 
Ceiling of framework 
contract 

Negotiated 
tender Article 
126 1(b) 

V-PD-DIS 
B Fayl 

2252 

EMEA/2009/46/IT Service 
contract 

Mega 
International 
Limited 

50 days of business 
analyst services 

€56,250 Negotiated 
tender under 
€60,000 

I-IF 
D Drakeford 

2125, 
EMA.41023 

EMEA/2009/48/MMC Service 
contract 

Venue Italia 7th GCP Training- 
Italy 
 

€50,000 Negotiated 
tender under 
€60,000 

A-MM 
A Pott 
 

3000 
EMA.40779 

EMEA/2009/53/PM 
 

Service 
contract 

Compris GmBH 
& Co 

44 days of 
consultancy for  
Resource Planning 
Project 

€58,960 Negotiated 
tender under 
€60,000 

I-DV 
H G Wagner 

2125, 
EMA.41451 

EMEA/2009/55/IT Supply and 
service 
framework 
contract 

Axway UK 
Limited 

Technical expertise, 
software and related 
licences, training and 
maintenance 
 

€4,000,000 
 
Ceiling of framework 
contract 

Negotiated 
procedure Article 
126 1(b) 

I-UA 
HG Wagner 

2124 

EMEA/2009/57/ISERV 
 
 

Supply and 
service 
framework 
contract 

Express 
Vending Limited 

Supply, installation 
and maintenance of 
coffee vending 
machines 
 
 
 

Less than €60,000 
Ceiling of framework 
contract 

Negotiated 
procedure under 
€60,000 

A-IS 
S Mendosa 

1400 
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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/2009/60/PM Framework 
contract 

SAS 
 

Data mining software 
licences, ad hoc 
consultancy services 
for installation, 
configuration, support 
and training in 
respect of SAS 
products 
 
 

€1,200,000 – ceiling 
of framework 
contract 

Negotiated 
tender 
Article 126 1(b) 

I-DV 
HG Wagner 
 

2124 

EMEA/2009/67/P&B 
 

Service 
contract 

Plain English 
Writing 
Campaign 

Second priority 
contractor: training 
courses in English 
Writing Skills  
 

n/a Negotiated 
tender under 
€60,000 

A-HR 
F Nuttall 

1120 

EMEA/2009/69/ICT 
 

Service 
contract 

Sussed Media 
Limited, trading 
as Joose 

120 days of 
consultancy for web 
design with focus on 
multimedia, podcast 
and webcast solutions 
 
 
 

€48,000 Negotiated 
procedure under 
€60,000 

I-IF 
D Drakeford 

2115, 
EMA.43101 

EMEA/2009/77/PM-IT 
 
 

Framework 
service 
contract 

Sogeti 
Consortium 
(Sogeti UK, 
Altran 
Technologies 
and Siemens IT 
Solutions and 
Services) 

On-line transactional 
processing – 2nd 
priority 
contractor 

n/a Negotiated 
procedure Article 
127 1(a) 

I-DV 
H G Wagner 

2114, 2115, 
2124, 2125 

EMEA/2009/81/PM 
 

Service 
contract 

EMC Computer 
Systems (UK) 

Upgrade of 
Documentum based 
document 
management system 

€928,685 Negotiated 
tender Article 
126 1(b) 

I-DV 
H G Wagner 

2125, 
EMA.43280 
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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/2009/85/IT 
 

Service 
contract 

EMC Computer 
Systems (UK) 

Provision of 
Documentum 
consultancy services 
within the WCMS 
project 

€187,500 Negotiated 
tender Article 
126 1 (c ) 

I-DV 
H G Wagner 

2125, 
EMA.42795 

EMEA/2009/88/PM 
 
 

Service 
contract 

Compris GMBH High level 
consultancy for the 
implementation of 
SAP 
 

€144,720 Negotiated 
tender Article 
126 1 (c) 

I-DV 
H G Wagner 

2125, 
EMA.42879 

EMA.38058 
 

Service 
contract 

EMC Computer 
Systems (UK) 

Maintenance €58,683 Negotiated 
tender Article 
126 1(b) 

I 
H G Wagner 

2114, 
EMA38058 

 
EMA.38047 

Service 
contract 

EMC Computer 
Systems (UK) 

Maintenance €81,000 Negotiated 
tender Article 
126 1(b) 

I 
H G Wagner 

2114, 
EMA.38047 

EMA.41400 Service 
contract 

Gartner Subscription to 
Gartner for IT 
Executives 

€48,225 Negotiated 
tender Article 
126 1(b) 

I 
H G Wagner 

2501, 
EMA.41400 

EMA.41503 
 
 

Service 
contract 

Oracle BEA Weblogic support €29,658.00 Negotiated 
tender Article 
126 1(b) 

I 
H G Wagner 

2124 
EMA.41503 



 

 

 

Contracts with increased ceilings or duration by negotiated procedure in 2009 (NB this may refer to contracts 
originally concluded prior to 2009) 

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/2005/10/P&B 
 

Framework 
contract 

Roodlane Ltd Medical service 
provider 

Increased value by 
€15,000 to €375,000 

Negotiated 
procedure 
Article 126 1(e) 

A-HR 
F Nuttall 

N/A 

EMEA/2005/37/ISERV Supply and 
service 
contract 

B&P Security Security access 
control system 

Increased ceiling to 
€520,000 

Negotiated 
procedure 
Article 126 1(e) 

A-IS 
A Pott 

2050, EMA.38002 

EMEA/2005/78/ISERV Service 
contract 

First Security Guarding services Increased ceiling to 
€555,000 

Negotiated 
procedure 
Article 126 1(e) 

A-IS 
A Pott 

2050, EMA.38011, 
39636 

EMEA/2005/35/ISERV Service 
contract 

Terrymark 
Limited 

General facilities 
management/minor 
building works 

Increased ceiling to 
€220,000  

Negotiated 
procedure Article 
126 1(e) 

A-IS 
A Pott 

1400, 2030, 2040, 
2050 

EMEA/2005/08/ISERV Service 
contract 

Office Concierge Switchboard/recepti
on 

Increased value by 
€20,000 for contract 
extension 

Negotiated 
procedure 
Article 126 1(e) 

A-IS 
S Mendosa 

2410, EMA.38050, 
42386 

DI-05660 Framework 
contract 

PC-Ware Provision of software 
and related services 

Increased ceiling to 
€12,000,000 

Negotiated 
procedure Article 
126 1(c ) 

I-IF 
HG Wagner 

N/A 

EMEA/2008/107/ISERV Works 
contract 

Overbury Refurbishment 
contract 

Increased ceiling to 
€3,650,000 

Negotiated 
procedure 
Article 126 1(e) 

A-IS 
A Pott 

2040, EMA.37887 

EMEA/2008/104/PM Framework 
contract 

SAP Supply of software 
licences, provision of 
training, technical 
support, specialised 
high-level 
consultancy services 

Increased ceiling to 
€6,000,000 

Negotiated 
procedure Article 
126 1 (b) (e) 

I-DV 
HG Wagner 

N/A 
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Annex 4.2 (b) List of contractors to whom building contracts were awarded in 2009  

 
(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 10-Nov-09 
Duration of contract: 11 November 2009 to 10 November 2010 
Value: GBP 260,400 per annum  
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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 2009 

 
       
S/L Aged Debtor Report - Sales Ledger      
Month: 12 - Ageing Date: 31 Dec 2009      
including non-budgetary amounts      
       
  180 days+ 90 days 60 days 30 days current Total 
Totals € 551,518.80 € 608,215.97 € 2,368,578.18 € 5,040,367.72 € 3,591,226.05 € 12,159,906.72 

 
 



 

 

Annex 4.2 (e) Report on compliance with payment time limits  

 
(Article 83 general Financial Regulation and Article 106.6 of the general Implementing Rules) 

 
Maximum 
payment 
time (days) 

Total no. of 
payments 

No. of timely 
payments 

% of 
total 

Average 
processing 
time (days) 

No. of late 
payments 

% of 
total 

Average 
processing 
time (days) 

45 20,229 19,843 98% 19 3865 2% 68 

 

Interest paid for late payments  (Art. 106 (5) GIR) Amount (EUR) 

Default interest (> EUR 200)  0 

Interest upon request of payee (< EUR 200) 0 

 

 

 

 

                                               
5 Includes transactions with justified reasons for delayed payment 
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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 EMA] 
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ANNEX 6: ANNUAL REPORT 2008 

[Please see a separate document.] 


