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INTRODUCTION OBSERVATIONS
1. The European Agency for the Evaluation of Medicinal 6. The implementation of the appropriations for the finan-

Products (hereinafter referred to as the Agency) was created by
Council Regulation (EEC) No 2309/93 of 22 July 1993 (). The
Agency operates through a network and coordinates the scien-
tific resources made available by the national authorities in order
to ensure the evaluation and supervision of medicinal products
for human or veterinary use. Table 1 summarises the powers and
responsibilities of the Agency on the basis of the information sup-
plied by it.

THE COURT’S OPINION

2. This opinion is addressed to the European Parliament and
the Council, pursuant to Article 185(2) of Council Regulation
(EC, Euratom) No 1605/2002 (2).

3. The Court has examined the annual accounts of the
Agency for the financial year ended 31 December 2003. In accor-
dance with Article 57a(l) of Council Regulation (EEC)
No 2309/93, the budget was implemented on the responsibility
of the Executive Director. This responsibility includes the
drawing-up and presentation of the accounts (3) in accordance
with the internal financial provisions adopted on the basis of
Article 57a(11) of the same regulation. The Court is required
under Article 248 of the Treaty establishing the European Com-
munity to examine these accounts.

4. The Court carried out its audit in accordance with its
auditing policies and standards, which have been adapted from
generally accepted international auditing standards to reflect the
specific nature of the Community context. It examined the
accounting documents and applied the procedures it considered
necessary in this context.

5. The Court has thus obtained reasonable assurance that the
annual accounts for the financial year ended 31 December 2003
are reliable. The Court would nevertheless draw attention to the
situation described in paragraph 10. Except for the situations
described in paragraphs 7 and 12, the Court has obtained reason-
able assurance that the underlying transactions, taken as a whole,
are legal and regular.

(') OJL214,24.8.1993, p. 18; following the adoption of Regulation (EC)
No 726/2004 of the European Parliament and of the Council of
31 March 2004 (OJ L 136, 30.4.2004, p. 1) the Agency’s new name
is the European Medicines Agency.

) OJ L 248, 16.9.2002, p. 1.

(®) As required under Article 83(3) of the Agency’s financial regulation,

the final accounts for the financial year 2003 were drawn up on
14 May 2004 and forwarded to the Court of Auditors, which received
them on 24 September 2004. A summarised version of these accounts
is presented in the tables attached to this report.

[

cial year 2003 and of the appropriations carried over from the
previous year is set out in Table 2. Tables 3 and 4 set out, in sum-
mary form, the revenue and expenditure account and the balance
sheet published by the Agency for the financial year 2003.

7. On 5 June 2003, the Management Board of the Agency,
subject to approval by the Commission, adopted a new financial
regulation and corresponding implementing rules, which came
into effect as of the second half of the financial year 2003 (). In
its opinion No 6/2003 of 17 July 2003, the Court had drawn
attention to differences between the Agency’s own financial regu-
lation and the framework Financial Regulation applicable to the
agencies in general. In paragraph 7 of its opinion, the Court
emphasised in particular that the Agency’s implementing rules on
the award of contracts must be in line with the provisions of the
general Financial Regulation and the general implementing rules.
For example, whereas the general rules provide for a committee
for the evaluation of tenders to be set up for any contract involv-
ing an amount exceeding 13 800 euro, the Agency sets this
threshold at 75 000 euro (Table 5 sets out the differences noted).

8. The Agency’s accounts for 2003 were drawn up on the
basis of the accounting principles laid down by its new financial
regulation (°). The accounting data relating to the financial year
2002 have not been processed again in accordance with the
accounting rules used when the accounts for the financial year
ended on 31 December 2003 were drawn up.

9. Article 43(1)(e) of the Agency’s financial regulation pro-
vides that the accounting officer shall validate the systems laid
down by the authorising officer to supply or justify accounting
information. This validation has not taken place.

10. In 2003 the Agency carried out a physical inventory of
fixed assets that was based on the nature of the assets, even
though the fixed asset accounts are kept according to the year
that the assets are acquired. This situation makes it difficult to rec-
oncile the physical data and the accounting data. Furthermore,
some assets appear in neither the inventory nor the fixed asset
accounts. Their total value after depreciation was assessed at
4188 000 euro (¢) and was included in the balance sheet under
the item ‘Fixed assets’. The Agency should set up a system for
managing the fixed assets that ensures that the inventory data are
both exhaustive and consistent with the accounting data.

11. In the application of internal control measures, continu-
ity is not ensured. For example, certain case-files do not contain
all the supporting documents required to create a commitment or
a payment order.

(*) The Commission gave its opinion at the beginning of 2004.
(°) Article 78 of the Agency’s financial regulation.
(6) The sum relates to software and to alterations to the premises.
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12. In certain negotiated procedures the choice of supplier is 14. The Agency’s ‘quality assurance’ unit serves as the inter-

based on the criterion of former experience with the contractor’,
which is not provided for in the implementing rules (') for the
financial regulation.

13. An examination of the recruitment files has brought to
light a significant number of shortcomings in the formalisation
and the documentation: reasons are not given to support the
choice of candidates invited for interview or check-lists, which are
drawn up for the purpose of verifying the admissibility of the can-
didates, do not include all the selection criteria set out in the
vacancy notices.

nal auditor. Two of its audits, carried out in 2002 on the organi-
sation of an electronic documentation system, brought to light a
significant increase in costs and time taken caused by insufficient
monitoring of the project. A subsequent audit carried out by an
external consultant in 2003 confirmed the weaknesses found by
the internal auditor. The project undertaken at the end of 2000
ought to have started production at the beginning of 2002 at an
estimated cost of 1,2 million euro. The system was still not opera-
tional in 2003 and the costs already incurred amounted to
1,7 million euro.

This Report was adopted by the Court of Auditors in Luxembourg at its meeting of 29 and 30 September

2004.

(1) Article 86 of the detailed rules for the implementation of the Agen-
cy’s financial regulation.

For the Court of Auditors
Juan Manuel FABRA VALLES
President



C 324/33

Official Journal of the European Union

<+
o
S
N
N
—
S
on

*£ouady oy £q parddns uonewojuy  :aunos

(s/) 9 :uondadsuy

(£€) $9 :siuetrea jo 19adsaz ur suoneorddy

() 01 :suoneorydde moN

$1oNpoId [RUDIPIN AIRULIIIA

(10s €)
080 ¥ :UONIUS0IAI [BNINWI 10J SAINPIDOI]

(5£) 59 suorurdo oynuaS

(8€/) STO T :saansedwr SULIOIUOI

(€22) 9£T:sm0da1 fppiqerpar opotiag

(s1odat 809 )

suodor  §¢G Gf  19dUB[ISIAOIBUIIEY]

(9%2) 1+6 :uonesuoyne e suorurdy

(sdvp z61)

B ACYN

sfep 061 W  UONEN[LAd

(#2) 6¢ :suorurdo d[qenoae]

(1€) 6¢
:suonesuoyIne gupoytew oy suonedddy

Isn uewny J1oj wuuﬁmuc.w& JeuIpIN

(€5) ¢9 PanEnsUILUPE  —

(117) b7 euonesado —

sannp MC_\&O:Ow o1 01 ﬁocw_mw<

(#92) vog fjois 1oL

(jyers Aresoduay ‘Jyess 1ed0]
QUIWPUOIAS UO suadxa [euoneu ‘sjoen)
-uod Areqixne) sisod 1Y (/€) 84 +

(£z2) 95T :pardnaoo s1s04

dﬁm JUSWIYSI[EISI
ayy wr g0y papuoid sisod (167) /8T

*€00¢
QI € Ie St squnu Jjels

(% 6°£T) % 6°TC +(souD
-pawr ueydio 1oj Apisqns Surpnioxa)
uonNNqLIUOd ANUNIWO)) Y} YIIYM JO
‘(INF worju €°719) YNA UOY[IW TH8

198pnq [eury

“[PUNO) Ay}
EO.@ EOEN—QGUEEOU@M ® U0 Juatx
-eraed o) £q uaaId st agxeydsIiq

‘sIo}
-lpny JO 1no)H Jipne JeuldIxy

“UOISSTUILIO))
ot woyy [esodoid © uo preog
Juowadeuey Ay £q pajurodde
ST JOJJAII( SADNIIXT oYL

‘170dar [enuue o) pue sjrom
jo swrerdoxd oy sydope preog
oyl “uowerreg ueadomny oyy
£q parutodde saanejussardar omy
pUE UOISSILIWIO) JY) JO SIANE]
-udsardar om) ‘IeIg IqUIDI [oed
Jo saanejuasardar omy jo Sunsis
-uod ‘preog juduIdSeUBR| OY]

'sponpoad [eunipaw L1eurto
-19A JO UONEN[EAd Y} 0) Supefas
uonsanb fue uo sasiape 91e1s 19q
-WIOA [[0BD WO SIAUISW 0M]) JO
3unsIsuod ‘s1oMpoid [eUIIPIN
AIeULIdNP A 0] 99NIWO)) I,

“asn
uewny Joj spnpoid [eunIpowr
JO uopen[eAd Ay} 01 Jumepr
uonsanb Aue uo sastape 21e1s 19q
-WRJN DD WOJJ SIQUIdUT OM) JO
3unsIsuod ‘s19npoid [EUIIPIN
£1e3anrdoid 10§ 99nMuo) Sy,

sn
-pouxd [eumipaur 10§ pajuers
SuonesLoyINe Sunoy

-Iel JO SMIeIS 9yl pIoddIo], —

sonoead [esrurp pood
pue moerd  Lrojeroqe
pood  ‘oomoerd  Surmioej
-nuew poosd jo sajdrouud
a1 aa dduer[dwod jo uon
-BOIJLIDA ) AJBUIPIOOD O  —

wSLIO [BWIUE JO SPNISPOO]
ur paydaooe oq Aew yoIym
spnpord [eunipow  Areu
-119194 JO SINPISI 10J SITLUT]
WINWIXEW ) UO ISIAPE O, —

(eoueyidraooewreyd) Lu
-NWIWO) Y} UIYIM PISLL
-OUINE W QABY IIYM
syonpoud [eunipawr jo uors
-1a10dns Ay 21UIPIOOd O,  —

saunpadoid uonestoyine
SunesIew Aunwwo) o1
100(qns are yorym sonpord
[PUDIPAW  JO  UOHEN[BAD
SYIUDIS ) JBUIPIOOD O],  —

syse],

asn Areu
-119J9A JO UBWINY I0J S1ON
-poid [eumnIpaur uo d1Ape
SYNUAIS I UOTU[) Y} JO
SUONMINSUI Ay pue SANLIS
quRp oy opmord o] —

asn Areurs
-]9A IO ENES& HOM muUSﬁOHQ
[eudipaw jo uoisiazdns
pue  uonesuoyIne Ayl
10J £5uagdy dy) 03 J[qe[rear
aewW  sapHIOYINE  SAIRIS
IOQUIDI AU} LY} SIOINOSAI
SJIIUADS ) JBUIPIOOD O —

REYNRET (i)

(Gwaiy oy
Jo zST apuiy wodf 1v1x7)

"(I[edYy uewny o3
I93UEp JO $32IN0S SUNBIAQO
puE ‘saseasIp pue  SSaU[T
uewny Sunuasard Yiesy
oiqnd Suraordwr spremo
paraIp 9q [reys ‘sarrjod
[euoneu juawaldwod [feys
OIYM ‘uonde Aunuuo)

‘SONIALIOR
pue soprod Amunwuwo)
e jo uoneudwodun pue
uonIugop AY) Ul PaInsud
aq [reys uonodjoxd edy
uewny Jo [oAd Y3y v

(00¢ 1of awp)
€00 ut parddns sad1a1as pue s10npoig

(z00z 4of v1vp)
£ouagy ay) 01 A[qe[IEAR SIINOSNY

UBUIIA0DH

€661 4m( T2
10 €6/60£7 ON (D) uonenday [puno) ur pauyap se £>uady Ay Jo duaedwo)

£rea1], o) woly SuraLap
2u1adwod Arunwiwo) Jo seary

(uopuo7) s19npoid [eUIPI] Jo uonenjeay ) 10§ Louady ueadoing

I 919vL



30.12.2004

"SJUN0d9e UMO $I1 Ul Louady oty £q papraoid eyep oy sosLEUIIUNS J[qE) ST, “BIEp SLOUISY oY, :20In0S
“eaIy d1ou0dy uedadoIny oY) WOIj PaAladal SAIpIsqns sapnpdu] (;)

€¢ 191 9L <88 0°T6 80 09 89 4 191 99 L'18 v8 | [BOL v'v8 (44 [eroL

= $0 €8 L'8T €L¢ A €0 (44 v [40] €8 [nq4 8¢ 0°¢e amypuadxo Sunerndo 81 (a4 INUIAL /Y10
,m [T 9PLL

w 60 €L 4! 1'1e 9l ¥0 <1 6'1 §0 €Y 611 (4! L'61 uonensuIpy 109 0°6S SNUDASL UM
m.. I 9PLL

m 61 S0 $6¢ 1'o¢ 6°'1¢ 10 €0 ¥°0 81 S0 6t L'6t S1¢ Hes §Te 0'ct (1) sarprsqns
33 19pLL Aunwuwo))
©
= syuaW
r.m -
=] 1940 ponu suon poyped -wod po[Pd 19A0 ponnuw

m PoIPILE paLLIed pied -wod A.uwwm_m -ued pied gur -ued paLLIed pred -wod P Teaf

3 -puels uonedo[[e armipuadxy PA109[[0D dNUIAIY gLy ot o) aNu2AdI Jo WIBLQ
= -mo ’ : 193pnq [eury oy ur s

o] PaIIUD INUIANY
& ( Ieaf [eoURUY puE JZpn ) aeak
r.ﬁ:u. 200t - rww m:m:_”“a dou aﬂ% £00C [eroueuy snoradid oy woiy 198pnq [euy oy ur suoneudorddy
19°T! B 1940 patrred suonetdorddy
armpuadxy ANUIAY

(04na uoyjiu)

1eaf [enueuly ¢00¢ Y3 10J HOMH!.—A# (Y jo GOmeua—oEQ—&ﬁ: — SPNPOoI [EUDIPI JO uonenjeAy ay3 I0j %U=0M< :wu&ch—am

¢ q9vL

4
on
=
N
on
v



30.12.2004 Official Journal of the European Union

C 324/35

Table 3

European Agency for the Evaluation of Medicinal Products — Revenue and expenditure accounts for the financial years 2003 and 2002

(1 000 euro)

2003 2002 (1)
Revenue
Fees relating to marketing authorisations 58 657 38 372
Commission subsidy including subsidies received from the EEA 19 786 14 846
Community subsidy for orphan medicines 2814 2 407
Contributions for Community programmes 1208 9
Administrative revenue 2153 1688
Sundry revenue 848 54
Total (a) 85 466 57 376
Expenditure (2)
Staff expenditure 29663 26 216
Administrative expenditure 10 905 10718
Operating expenditure 32 838 21 467
Depreciation 2364 0
Total (b) 75770 58 401
Result (c=a-b) 9 696 -1025
Other factors
Appropriations carried over from the previous financial year and cancelled (d) 823 1377
Exchange-rate differences and other adjustments (e) 413 -352
Balance for the financial year (c + d + e) 10932 (1]

(") The data for the financial year 2002 have not been reprocessed according to the accounting principles followed for the financial year 2003 (see paragraph 8 of the report).
(?) The portion of the appropriations carried over which is to be regarded as expenditure for the financial year has been evaluated on an overall basis rather than on the basis

of examining individual transactions.
Source: The Agency’s data. This table summarises the data provided by the Agency in its own accounts.
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Table 4

European Agency for the Evaluation of Medicinal Products — Balance sheets as at 31 December 2003 and 31 December 2002 ()

(1 000 euro)

Assets 2003 2002 Liabilities 2003 2002
Intangible assets 3401 0 | Own capital
Budget outturn (a) 4037 —
Fixed assets Outturn after adjustments (b) 6 895 —
Plant, machinery and tools 1635 146 | Economic outturn (a + b) 10932 —
Outturn carried over from previous financial
Furniture and vehicle fleet 1011 991 | years () 6872 2 684
Computer equipment 2548 1547 Subtotal | 17 804 2684
Subtotal 5194 2684
Current liabilities
Amounts owed to Community institutions and
Current assets bodies 479 444
VAT paid and to be recovered 1105 571 | Payment appropriations to be carried over 11 936 6811
Amounts receivable from Community
institutions and bodies 107 3744 | Sundry accounts payable 127 603
Sundry accounts receivable 1034 2854 | Advances from customers 8 845 9293
Sundry receivables 64 0 Subtotal | 21 387 17151
Subtotal 2310 7169
Available assets 28 286 9982
Total | 39191 19 835 Total | 39191 19 835

(") Use of the model proposed by the Commission has resulted in balances being reallocated between the existing headings.
(%) For 2002, the sum corresponds to the total of net fixed assets. For 2003, the sum also includes 4 188 000 euro corresponding to the activation in 2003 of assets acquired

in previous years (see paragraph 10 of the report).

Source: The Agency’s data. This table summarises the data provided by the Agency in its own accounts.
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Table 5

Differences between the general implementing rules and the Agency’s implementing rules

Committee for the evaluation of tenders ()

Articles 145 and 146 of the general implementing rules

Article 107 of the Agency’s implementing rules

Contract threshold:

13 800 euro

75 000 euro

Rules for negotiated procedures in respect of low-value contracts

Value of contracts

Article 129 of the general implementing rules

Article 89 of the Agency’s implementing rules

less than 200 euro

payment of costs against invoices

Fr(évided for in Article 82 but threshold unspeci-
ie

less than 1 050 euro: negotiated procedure

award on the basis of a single tender

less than 1 500 euro: award on the basis of a
single tender

between 1 050 and 13 800 euro: negotiated
procedure with:

at least 3 candidates consulted

between 1 500 and 13 800 euro: at least 3 can-
didates consulted

between 13 800 and 50 000 euro, restricted
procedure but without a CEI (2) with:

at least 5 candidates consulted

at least 3 candidates consulted

(1) The only committee for the evaluation of tenders proposed by the Agency is the Advisory Committee on Procurement and Contracts, which is required to give its opinion
on contracts involving amounts exceeding 75 000 euro (Article 107), whereas this threshold is 13 800 euro in the general implementing rules.

(?) CEL Call for expressions of interest.
Source: Court of Auditors.




C 324/38

Official Journal of the European Union

30.12.2004

THE AGENCY’S REPLIES

7. The Agency has contacted the Commission to finalise the
Financial Regulation. The changes made have been in the direc-
tion to satisfy the Commission’s comments as well as those of the
Court of Auditors. In particular the thresholds for contracts and
procurement have been aligned in the implementing rules.

8. In accordance with International Public Sector Account-
ing Standard (IPSA) number 3, the resulting adjustments are
reported as an adjustment to the opening capital. Comparative
information for the year 2002 has not been restated, as it would
not have provided meaningful additional information. As the
European institutions and agencies have to present accounts com-
pliant with IPSAS for 2005, the Agency, following the calendar
established by the Accounting Officer of the European Commis-
sion, will have systems in place which will assure compliance by
January 1, 2005 including the presentation of comparative fig-
ures for 2004.

9. The observation of the Court is relevant in a sense, how-
ever it was not a priority for the EMEA knowing that the current
systems, including both procedures and software, existed since
1998 and have provided the necessary and accurate data for the
establishment of the financial statements. These systems have not
been modified since the application of the new financial
regulations.

The systems defined by the authorising officer will be formally
validated by the accountant in the course of 2004.

10.  In 2003, the Agency capitalised intangible assets (mainly
software licenses and certain software development costs) in
accordance with the standards issued by the Accounting Stan-
dards Committee. In order to establish the inventory of intangible
assets and fitting out costs in prior years a detailed analysis of
software and fitting out costs for 2000 to 2003 was pre-
pared. During 2004, all assets, tangible and intangible, are being
entered in the new asset management system and the accounting
is based on the classification by type as set out in the harmonised
accounting plan defined by the Commission’s Accounting Officer.

11. The Agency has noted the Court’s comments. It has taken
corrective measures to avoid such situations in the future.

12. The Agency has noted the Court’s comments on the cri-
teria of choice of contractors.

13. The Agency follows selection procedures with care. The
admissibility of candidates to the selection procedure follows a
checklist in each individual case, which covers all the elements
stated in the announcement. This is documented on each indi-
vidual file. In addition to the existing justification for the choice
of each candidate for interview, the Agency will implement mea-
sures to improve the procedure and avoid the problems men-
tioned by the Court.

14. In recognition of the serious difficulties being encoun-
tered in the implementation of the project, the Agency’s manage-
ment took action, beginning with the commissioning of the
external audit in early 2003. The specification has been refined
and implementation of the electronic document management
system has since been undertaken in the light of that analysis.



