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Monsieur le Directeur,

J'ai Thonneur de vous transmetire ci-joint un exemplaire, dans toutes les langues
officielles des Communautés européennes, du rapport de la Cour des comptes sur les comptes
annuels de I'Agence européenne des médicaments relatifs a I'exercice 2007, ainsi qu'une copie
de la lettre sous couvert de laquelle j'ai communiqué ce rapport 8 M. Pat O’MAHONY.

Veuillez agréer, Monsieur le Directeur, l'expression de ma haute considération.

l;k/t/’\‘ L {)/L’(_ .:
Vitor CALDEIRA

Monsieur Thomas LONNGREN
Directeur exécutif de 'Agence
européenne des médicaments
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1-1615 LUXEMBOURG E-mail: vitor.caldeira@eca.europa.eu TELECOPIE  (352) 4308-46813



LUXEMBOURG, LE 29 0CT. 2609
SCCO10641FRO1.doc

Vitor Caldeira

PRESIDENT
COUR DES COMPTES FUROPEENNE

Monsieur le Président,

Conformément aux dispositions du réglement (CE, Euratom) n° 1605/2002 du
Conseil du 25 juin 2002 portant réglement financier applicable au budget général des
Communautés européennes, j'ai 'honneur de vous communiquer ci-joint un exemplaire, dans
toutes les langues officielles des Communautés européennes, du rapport de 1a Cour des comptes
sur les comptes annuels de 'Agence européenne des médicaments relatifs & l'exercice 2007.

Ce rapport a été adopté par la Cour en sa réunion du 18 septembre 2008 et est
accompagné des réponses de I'Agence. 1l fera l'objet d'une publication au Journal officiel de

"Union européenne.

Veuillez agréer, Monsieur le Président, l'expression de ma tres haute considération.

LA tgh

Vitor CALDEIRA

Monsieur Pat O’MAHONY
Président du Conseil d'administration
de 'Agence européenne des médicaments

7, Westferry Circus
Canary Wharf

UK - LONDON E14 4HB

12, RUE ALCINE DY GASPER] TELEPHONE {352) 4398-45586
1-1615 LUXEMBOLURG E-mail: vitor.caldeira@eca.curopa.eu TELECOPIE  (352) 4308-46813



EBPOIIRHCKA CMETHA ITAAATA QAT o EUROPAI $ZAMVEVOSZEK
TRIBUNAL DE CUENTAS EUROPEC by *xk % IL-QORTI EWROPEA TA’ L-AWDITURI

) (o
EVROPSKY UCETNI VIR 6:3 Z EURCPESE REKENKAMER
DEN EUROPAISKE REVISIONSRET \ , EUROPEJSKI TRYBUNAL OBRACHUNKOWY
EUROPAISCHER RECHNUNGSHOF - e TRIBUNAL DE CONTAS EUROPEU
EURQOPA KONTROLLIKODA - CURTEA DE CONTURI EUROPEANA :,
EYPOQIAIKO BAEIKTIKO LYNEAPIO EUROPSKY DVOR AUDITOROV !
EURQOPEAN COURT OF AUDITORS CORTE DEI CONTI EUROPEA EVROPSKO RACUNSKO SODISCH
COUR DES COMPTES BUROPEENNE EIROPAS REVIZIJAS PALATA EUROCOPAN TILINTARKASTUSTUOMIOISTUIN
CUIRT INIUOCHOIRI NA HEORPA EURQPOS AUDITO RUMAI EUROPEISKA REVISIONSRATTEN
Report on the annual accounts
of the European Medicines Agency
for the financial year 2007
together with the Agency’s replies
12, RUE ALCIDE DE GASPERI TELEPHONE (+352) 4398 — 1 Li-MAIL: eurﬂud@em.eumpa.eu

L. - 1615 LUXEMBOURG TELEFAX (+352) 4393 42 INTERNET: Www,eC4.europa.eu



CONTENTS
Paragraph
Introduction 1-2
Statement of Assurance 3-6
Observations 7-9

Tables 1to 4

The Agency’s replies

ADBO02386EN06-08PP-DEC059-08VOC1-RASO7-EMEA-OR.DOC 8.10.2008



INTRODUCTION

1. The European Medicines Agency (hereinafter "the Agency") was created by
Council Regulation (EEC) No 2309/93 of 22 July 1993, which was replaced by
Regulation (EC) No 726/2004 of the European Parliament and of the Council of
31 March 2004". The Agency operates through a network and coordinates the
scientific resources made available by the national authorities in order to
ensure the evaluation and supervision of medicinal products for human or

veterinary use.

2. Table 1 summarises the Agency's competences and activities. Key data
summarised from the financial statements drawn up by the Agency for the

financial year 2007 are presented in Tables 2, 3 and 4 for information

purposes.

STATEMENT OF ASSURANCE

3. This Statement is addressed to the European Parliament and the Council in
accordance with Article 185(2) of Council Regulation (EC, Euratom)

No 1605/2002% it was drawn up following an examination of the Agency's
accounts, as required by Article 248 of the Treaty establishing the European

Community.

4. The Agency's accounts for the financial year ended 31 December 2007°
were drawn up by its Executive Director, pursuant to Article 68 of Regulation
(EC) No 726/2004, and sent to the Court, which is required to give a Statement

' QJL 214, 24.8.1993, p. 18 and OJ L 136, 30.4.2004, p. 1. Pursuant to the latter
Regulation the Agency’s ariginal name, the European Agency for the Evaluation
of Medicinal Products, was changed to the European Medicines Agency.

2 0J4L248,16.9.2002, p. 1.

®  These accounts were drawn up on 15 June 2008 and received by the Court on
1 July 2008.
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of Assurance on their reliability and on the legality and regularity of the

underlying transactions.

5. The Court conducted its audit in accordance with the [FAC and ISSAI*
International Auditing Standards and Codes of Ethics, insofar as these are
applicable in the European Community context. The audit was planned and
performed to obtain reasonable assurance that the accounts are reliable and

that the underlying transactions are legal and regular.

6. The Court has thus obtained a reasonable basis for the Statement set out

below:

Reliability of the accounts

The Agency's accounts for the financial year ended 31 December 2007 are, in

all material respects, reliable.

Legality and regularity of the underlying transactions

The transactions underlying the Agency's annual accounts, taken as a whole,

are legal and regular.

The observations which follow do not call the Court's Statement into question.

OBSERVATIONS

7. The Agency’s final budget for 2007 amounted to 163,1 million euro as
compared with 138,7 million euro the previous year. Of the budget
appropriations, 32 million euro were carried over and 4 million euro were
cancelled. As in 20086, the high level of carry-overs for administrative
expenditure, 18,9 million euro, was mainly due to the programme Telematics

*  International Federation of Accountants (IFAC) and International Standards of
Supreme Audit Institutions (ISSAI).
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for the regulation of medical products. The Agency and the other parties
involved in this programme must ensure better planning and monitoring of the
implementation of the programme. This situation is at odds with the annuality
principle. The Agency should consider using the differentiated appropriations
system for the Telematics programme which is more suitable for the budgetary

management of such programmes.

8. The audit of the tendering procedures showed weaknesses: insufficient
justification of the chosen procedures® and inadequate evaluation methods for
the price criteria®. In the case of a joint public procurement procedure with five
other Agencies, the volume of the services to be procured had not been
adequately identified. This resulted in difficulties in evaluating the cost of the
bids as well as the need to review the volumes and values of the services to be
procured. The Agency should aim to improve the guality of its public

procurement procedures in order to address the issues highlighted above.

9. Inits 2006 report’, the Court observed that the Agency had not performed
a comprehensive analysis of the costs incurred by rapporteurs. The
Management Board of the Agency has established a Costing Group which at
the end of 2007 prepared a report on a generally accepted international costing
methods and a proposal for an alternative option for remunerating the
rapporteurs. The Court welcomes the steps the Agency has made in order to

address the issue of the evaluation of the costs and cals for further progress.

>  Two cases.

¢ Three cases.

7 0JC 309, 19.12.2007, p. 34.
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This report was adopted by the Court of Auditors in Luxembourg at its meeting
of 18 September 2008.

T B e

For the Court of Auditors
¥ N

P tgtn -
% gourtof AU %>v] ' .
% cou des ™ ¥ftamManuel da Silva Caldeira

2 % President
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EMEA - European Medicines Agency
EMEA - Agence européenne des médicaments

THE AGENCY’S REPLIES

7. The Agency takes note of the Court's abservations. Reference is made to the particular
difficulties in complying fully with the annuality principle when it comes to the
implementation of mulfi-annual and multinational Telematics programmes, and also, to
strictly observe the requirements of sound financial management. The Agency commits
itself to make every effort to reduce the level of carry-overs and to consider the proposal of

applying differentiated appropriations.

8. The Agency has established a formula for the objective evaluation of price as an award
criteria, with effect from 17 March 2008.

In the case of the joint public procurement procedure with five other agencies, the original
estimate had to be revalued due to the technological advances that occurred between the
definition of the services to be provided and the effective launch of the procurement
procedure. The Agency commits itself to make every effort to increase the quality of its
public procurement procedures.

9. The Agency notes that the Court welcomes the progress the Agency has made. At its
meeting of 12 June 2008 the Management Board endorsed the proposal to implement a
pilot phase in order to introduce a new remuneration system for (cojrapporteurs after the
pilot phase by the end of 2008,
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