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I

(Acts whose publication is obligatory)

COUNCIL REGULATION (EC) No 583/2004
of 22 March 2004

amending Regulations (EC) No 1782/2003 establishing common rules for direct support schemes
under the common agricultural policy and establishing certain support schemes for farmers, (EC)
No 1786/2003 on the common organisation of the market in dried fodder and (EC) No 1257/1999
on support for rural development from the European Agricultural Guidance and Guarantee Fund
(EAGGF) by reason of the accession of the Czech Republic, Estonia, Cyprus, Latvia, Lithuania,

Hungary, Malta, Poland, Slovenia and Slovakia to the European Union

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European
Community,

Having regard to the Treaty concerning the accession of the
Czech Republic, Estonia, Cyprus, Latvia, Lithuania, Hungary,
Malta, Poland, Slovenia and Slovakia to the European Union (1),
signed in Athens on 16 April 2003, and in particular Article
2(3) thereof,

Having regard to the Act concerning the conditions of acces-
sion of the Czech Republic, the Republic of Estonia, the
Republic of Cyprus, the Republic of Latvia, the Republic of
Lithuania, the Republic of Hungary, the Republic of Malta, the
Republic of Poland, the Republic of Slovenia and the Slovak
Republic and the adjustments to the Treaties on which the
European Union is founded (hereinafter ‘the Act of Acces-
sion’) (2), and in particular Article 57(2) thereof,

Having regard to the proposal from the Commission,

Whereas:

(1) Council Regulation (EC) No 1782/2003 of 29 September
2003 (3) introduced common rules for direct support
schemes under the common agricultural policy and
established certain support schemes for farmers.

(2) The said common rules and support schemes should be
amended to allow their implementation in the Czech
Republic, Estonia, Cyprus, Latvia, Lithuania, Hungary,
Malta, Poland, Slovenia and Slovakia (hereinafter ‘the
new Member States’).

(3) With a view to the introduction of modulation in the
new Member States, the Commission should establish
national ceilings for the additional amount of aid for the
new Member States.

(4) The farmers in the new Member States will receive direct
payments, following a phasing-in mechanism. In order
to achieve the proper balance between policy tools
designed to promote sustainable agriculture and those
designed to promote rural development, the system of
modulation should not be applied in the new Member
States until the level of direct payments applicable in the
new Member States is at least equal to the level applic-
able in the Community as constituted on 30 April 2004.

(5) Taking into account the levels of direct payments for
farmers in the new Member States as a result of phasing-
in, it should be foreseen that in the framework of the
application of the schedule of increments provided for in
Article 143a to all direct payments granted in the new
Member States, the instrument of financial discipline
should not apply in the new Member States until the
level of direct payments applicable in the new Member
States is at least equal to the level applicable in the Com-
munity as constituted on 30 April 2004.

(6) Direct payments under the single payment scheme are
based on reference amounts of direct payments that
were received in the past or on regionalised per hectare
payments. Farmers in the new Member States did not
receive Community direct payments and have no histor-
ical references for the calendar years 2000, 2001 and
2002. Therefore, the single payment scheme in the new
Member States should be based on regionalised per
hectare payments, subdivided between regions according
to objective criteria and divided by the farmers whose
holdings are located in the region concerned and that
meet the eligibility criteria.

(7) The amount of direct payments, described in national
ceilings, under the single payment scheme for the new
Member States should be based on the quota, ceilings
and quantities that were agreed in the accession negotia-
tions multiplied by the relevant aid amounts per hectare,
head or tonne.
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(8) As of 1 April 2005 the market measure benefiting the
production of dried fodder, as provided for in Council
Regulation (EC) No 1786/2003 of 29 September 2003
on the common organisation of the market in dried
fodder (1), is amended. From that date the market
support is partially turned into a direct payment which
will benefit farmers. In order to avoid a decrease in
overall support in 2005 for the new Member States, it is
appropriate to derogate from the general principle of
phasing-in of direct payments. Therefore, the dried-
fodder-related component in the single payment scheme
national ceiling should be calculated at the 100 % aid
level instead of at the phasing-in aid level.

(9) Under the regionalised option for the single payment
scheme the new Member States should have the possibi-
lity of adjusting the premium per hectare on the basis of
objective criteria in order to ensure equal treatment
between farmers and to avoid market distortions.

(10) The new Member States should have the possibility of
partially implementing and/or to exclude certain sectors
from the single payment scheme.

(11) The sectoral ceilings for partial implementation and/or
the exclusion of certain sectors of the single payment
scheme should be based on the quota, ceilings and quan-
tities that were agreed in the accession negotiations.

(12) The transition from the single area payment scheme to
the single payment scheme and other aid schemes may
give rise to difficulties of adaptation which are not dealt
with in this Regulation. In order to deal with this even-
tuality, a general provision should be included in Regu-
lation (EC) No 1782/2003 enabling the Commission to
adopt the transitional measures necessary for a certain
period.

(13) In view of the short programming period, the Act of
Accession introduced the possibility of integrating a
‘LEADER + (Community initiative for rural development)
type measure’ in the mainstream programmes, instead of
having separate LEADER + programming. Therefore the
measure ‘management of integrated rural development
strategies by local partnerships’ introduced in Council
Regulation (EC) No 1257/1999 of 17 May 1999 on
support for rural development from the European Agri-
cultural Guidance and Guarantee Fund (EAGGF) (2) is not
needed for the new Member States, as it is covered by
the LEADER + type measure.

(14) Regulations (EC) No 1782/2003, (EC) No 1786/2003
and (EC) No 1257/1999 should therefore be amended
accordingly,

HAS ADOPTED THIS REGULATION:

Article 1

Council Regulation (EC) No 1782/2003 is amended as follows:

1. In Article 5(2) the following sentence is added at the end
of the first subparagraph:

‘The new Member States shall ensure that land which was
under permanent pasture on 1 May 2004 is maintained
under permanent pasture.’

2. In Article 12 the following paragraph is added:

‘5. For the new Member States, the ceilings referred to
in paragraph 2 shall be fixed by the Commission in
accordance with the procedure referred to in Article
144(2).’

3. After Article 12 the following Article is added:

‘Article 12a

Application to new Member States

1. Articles 10 and 12 shall not apply to the new
Member States until the beginning of the calendar year, in
respect of which the level of direct payments applicable in
the new Member States is at least equal to the then applic-
able level of such payments in the Community as consti-
tuted on 30 April 2004.

2. In the framework of the application of the schedule
of increments provided for in Article 143a to all direct
payments granted in the new Member States, Article 11
shall not apply to the new Member States until the begin-
ning of the calendar year, in respect of which the level of
direct payments applicable in the new Member States is at
least equal to the then applicable level of such payments in
the Community as constituted on 30 April 2004.’

4. In Article 54(2) the following sentence is added at the end
of the first subparagraph:

‘For the new Member States, the reference to the date
provided for the area aid applications for 2003 shall be
construed as a reference to 30 June 2003.’
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5. In Title III the following Chapter is added:

‘CHAPTER 6

IMPLEMENTATION IN THE NEW MEMBER STATES

Article 71a

1. Save as otherwise provided for in this Chapter, the
provisions of this Title shall apply to the new Member
States.

Articles 33, 34, 37, 38, 39, 40(1), (2), (3) and (5), 41, 42,
43, 47 to 50, 53 and 58 to 63 shall not apply.

2. Any new Member State applying the single area
payment scheme shall take the decisions referred to in
Articles 64(1) and 71(1) by 1 August of the year preceding
that in respect of which it will apply the single payment
scheme for the first time.

Article 71b

Application for support

1. Farmers shall apply for support under the single
payment scheme by a date, to be fixed by the new
Member States, but not later than 15 May.

2. Except in case of force majeure and exceptional
circumstances within the meaning of Article 40(4), no
entitlements shall be allocated to farmers if they do not
apply for the single payment scheme by 15 May of the
first year of application of the single payment scheme.

3. The amounts corresponding to entitlements not allo-
cated shall revert to the national reserve referred to in
Article 71d and shall be available for reallocation.

Article 71c

Ceiling

The national ceilings of the new Member States shall be
those listed in Annex VIIIa.

Article 71d

National reserve

1. Each new Member State shall proceed to a linear
percentage reduction of its national ceiling in order to
constitute a national reserve. This reduction shall not be
greater than 3 %, without prejudice to the application of
Article 71b(3).

2. The new Member States shall use the national reserve
for the purpose of allocating, according to objective
criteria and in such a way as to ensure equal treatment
between farmers and to avoid market and competition

distortions, payment entitlements to farmers finding them-
selves in a special situation, to be defined by the Commis-
sion in accordance with the procedure referred to in
Article 144(2).

3. During the first year of application of the single
payment scheme, the new Member States may use the
national reserve for the purpose of allocating payment
entitlements, according to objective criteria and in such a
way as to ensure equal treatment between farmers and to
avoid market and competition distortions, to farmers in
specific sectors, finding themselves in a special situation as
a result of the transition to the single payment scheme.
Such payment entitlements shall be distributed according
to rules to be defined by the Commission in accordance
with the procedure referred to in Article 144(2).

4. In application of paragraphs 2 and 3, new Member
States may increase the unit value of entitlements within
the limit of EUR 5 000, and/or the number of entitlements
allocated to farmers.

5. The new Member States shall proceed to linear
reductions of the entitlements where their national reserve
is not sufficient to cover the cases referred to in paragraphs
2 and 3.

6. Except in case of transfer by actual or anticipated
inheritance and by way of derogation from Article 46, the
entitlements established using the national reserve shall
not be transferred for a period of five years starting from
their allocation.

By way of derogation from Article 45(1), any entitlement
which has not been used during each year of the five-year
period shall revert immediately to the national reserve.

Article 71e

Regional allocation of the ceiling referred to in Article
71c

1. The new Member States shall apply the single
payment scheme at regional level.

2. The new Member States shall define the regions
according to objective criteria.

New Member States with less than three million eligible
hectares may be considered as one single region.

3. Each new Member State shall subdivide its national
ceiling referred to in Article 71c after any reduction
according to Article 71d between the regions according to
objective criteria.
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Article 71f

Regionalisation of the single payment scheme

1. All farmers whose holdings are located in a given
region shall receive entitlements, whose unit value is calcu-
lated by dividing the regional ceiling established pursuant
to Article 71e by the number of eligible hectares within
the meaning of Article 44(2), established at regional level.

2. The number of entitlements per farmer shall be equal
to the number of hectares he/she declares in accordance
with Article 44(2) for the first year of application of the
single payment scheme, except in case of force majeure or
exceptional circumstances within the meaning of Article
40(4).

3. The payment entitlements per hectare shall not be
modified save as otherwise provided.

Article 71g

Use of the land

1. Farmers may, by way of derogation from Article 51
and in accordance with the provisions of this Article, also
use the parcels declared according to Article 44(3) for the
production of products referred to in Article 1(2) of Regu-
lation (EC) No 2200/96 (*) and in Article 1(2) of Regu-
lation (EC) No 2201/96 (**) and potatoes other than those
intended for the manufacture of potato starch for which
aid is granted pursuant Article 93 of this Regulation,
except permanent crops.

2. The new Member States shall establish the number of
hectares that may be used according to paragraph 1 by
subdividing, according to objective criteria, the average of
the number of hectares that were used for the production
of the products referred to in paragraph 1 at national level
during the three-year period 2000 to 2002 amongst the
regions defined pursuant to Article 71e(2). The average
number of hectares at national level and the number of
hectares at regional level shall be fixed by the Commission
in accordance with the procedure referred to in Article
144(2) on the basis of the data communicated by the new
Member State.

3. Within the limit established according to paragraph
2 for the region concerned, a farmer shall be allowed to
make use of the option referred to in paragraph 1:

(a) within the limit of the number of hectares that he/she
used for the production of the products referred to in
paragraph 1 in 2003;

(b) by way of derogation from Article 71a(1), second sub-
paragraph, in case of application, mutatis mutandis, of
Articles 40 and 42(4), within the limit of a number of
hectares to be established according to objective
criteria and in such a way as to ensure equal treatment
between farmers and to avoid market and competition
distortions.

4. Within the limit of the number of hectares that
remain available after application of paragraph 3, farmers
shall be allowed to produce the products referred to in
paragraph 1 on a number of hectares other than the
number of hectares falling under paragraph 3 within the
limit of a number of hectares used for the production of
the products referred to in paragraph 1 in 2004 and/or
2005, whereby priority shall be given to the farmers who
produced the products already in 2004 within the limit of
the number of hectares used in 2004.

In case of application of Article 71 or Article 143b, 2004
and 2005 shall be replaced by, respectively, the year
previous to the year of application of the single payment
scheme and the year of application itself.

5. In order to establish the individual limits referred to
in paragraphs 3 and 4, new Members States shall use the
farmer's individual data, where available, or any other
evidence provided by the farmer to their satisfaction.

6. The number of hectares for which the authorisation
has been established according to paragraphs 3 and 4 shall
in no case exceed the number of eligible hectares as
defined in Article 44(2) declared in the first year of appli-
cation of the single payment scheme.

7. The authorisation shall be used, within the region
concerned, with the corresponding payment entitlement.

8. The report referred to in Article 60 shall also
concern implementation by the new Member States.

Article 71h

Grassland

The new Member States may also, according to objective
criteria, fix, within the regional ceiling or part of it,
different per unit values of entitlements to be allocated to
farmers referred to in Article 71f(1), for hectares of grass-
land as identified on 30 June 2003 and for any other
eligible hectare or alternatively for hectares of permanent
pasture as identified on 30 June 2003 and for any other
eligible hectare.
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Article 71i

Dairy premium and additional payments

Starting from 2007, the amounts resulting from dairy
premium and additional payments provided for in Articles
95 and 96 and to be granted in 2007 shall be included in
the single payment scheme.

However, new Member States may decide that the
amounts resulting from dairy premiums and additional
payments, provided for in Articles 95 and 96, shall be
included, in part or in full, in the single payment scheme
starting from 2005. Entitlements established according to
this paragraph shall be modified accordingly.

The amount used for the establishment of entitlements in
respect of those payments shall be equal to the amounts to
be granted according to Articles 95 and 96, calculated on
the basis of the individual reference quantity for milk avail-
able on the holding on 31 March of the year of inclusion,
in part or in full, of those payments in the single payment
scheme.

By way of derogation from Article 71a(1), Articles 48, 49
and 50 shall apply mutatis mutandis.

Article 71j

Set-aside entitlements

1. Farmers shall receive part of their payment entitle-
ments in the form of set-aside entitlements.

2. The number of set-aside entitlements shall be estab-
lished by multiplying the farmer's eligible land within the
meaning of Article 54(2) declared in the first year of appli-
cation of the single payment scheme with the applicable
set-aside rate.

The set-aside rate shall be calculated by multiplying the
basic rate of compulsory set-aside of 10 % by the propor-
tion, in the region concerned, between the regional base
area or areas referred to in the third paragraph of Article
101 and the eligible land within the meaning of Article
54(2).

3. The value of the set-aside entitlements shall be the
regional value for payment entitlements as established
according to Article 71f(1).

4. Paragraphs 1 to 3 shall not apply to farmers who
declare less than a number of hectares within the meaning
of Article 54(2) which would be needed to produce a
number of tonnes equal to 92 tonnes of cereals as defined
in Annex IX on the basis of the reference yield referred to
in Annex XIb applicable to the new Member State where
the holding is located, divided by the proportion referred
to in the second subparagraph of paragraph 2.

Article 71k

Conditions for the entitlements

1. By way of derogation from Article 46(1), entitle-
ments established in accordance with this chapter may
only be transferred within the same region or between
regions where the entitlements per hectare are the same.

2. New Member States may also decide, by 1 August of
the year preceding the first year of application of the
single payment scheme at the latest, and acting in compli-
ance with the general principle of Community law, that
entitlements established in accordance with this chapter
shall be subject to progressive modifications according to
pre-established steps and objective criteria.

Article 71l

Optional implementation

1. Sections 2, 3 and 4 of Chapter 5 shall apply to the
new Member States under the conditions laid down in this
Article. However, Section 4 shall not apply to new
Member States applying the single area payment scheme
referred to in Article 143b.

2. Any reference in Sections 2 and 3 of Chapter 5 to
Article 41, in particular with regard to the national ceil-
ing(s), shall be construed as a reference to Article 71c.

3. The report referred to in Article 64(3) shall include
the options laid down in this chapter.

(*) OJ L 297, 21.11.1996, p. 1.
(**) OJ L 297, 21.11.1996, p. 29.’
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6. Article 74(1) is replaced by the following:

‘1. The aid shall be granted for national base areas in
the traditional production zones listed in Annex X.

The base area shall be as follows:

Greece 617 000 ha

Spain 594 000 ha

France 208 000 ha

Italy 1 646 000 ha

Cyprus 6 183 ha

Hungary 2 500 ha

Austria 7 000 ha

Portugal 118 000 ha’

7. Article 78(1) is replaced by the following:

‘1. A maximum guaranteed area of 1 600 000 ha for
which the aid may be granted is hereby established.’

8. Article 80(2) is replaced by the following:

‘2. The aid shall be as follows, according to the yields in
the Member States concerned:

Marketing year
2004/05 and in
case of applica-

tion of Article 71
(EUR/ha)

Marketing year
2005/06 and

onward
(EUR/ha)

Greece 1 323,96 561,00

Spain 1 123,95 476,25

France

— metropolitan territory 971,73 411,75

— French Guiana 1 329,27 563,25

Italy 1 069,08 453,00

Hungary 548,70 232,50

Portugal 1 070,85 453,75’

9. Article 81 is replaced by the following:

‘Article 81

Areas

A national base area for each producing Member State is
hereby established. However, for France two base areas are
established. The base areas shall be as follows:

Greece 20 333 ha

Spain 104 973 ha

France:

— metropolitan territory 19 050 ha

— French Guiana 4 190 ha

Italy 219 588 ha

Hungary 3 222 ha

Portugal 24 667 ha

A Member State may subdivide its base area or areas into
sub-base areas in accordance with objective criteria.’

10. Article 84 is replaced by the following:

‘Article 84

Areas

1. A Member State shall grant the Community aid
within the limit of a ceiling calculated by multiplying the
number of hectares of its NGA as fixed in paragraph 3 by
the average amount of EUR 120,75.

2. A maximum guaranteed area of 812 400 ha is
hereby established.

3. The maximum guaranteed area referred to in para-
graph 2 shall be divided into the following NGAs:

National guaranteed areas (NGA)

Belgium 100 ha

Germany 1 500 ha

Greece 41 100 ha

Spain 568 200 ha

France 17 300 ha

Italy 130 100 ha

Cyprus 5 100 ha

Luxembourg 100 ha

Hungary 2 900 ha

Netherlands 100 ha

Austria 100 ha

Poland 1 000 ha

Portugal 41 300 ha

Slovenia 300 ha

Slovakia 3 100 ha

United Kingdom 100 ha

30.3.2004L 91/6 Official Journal of the European UnionEN



4. A Member State may subdivide its NGA into
subareas in accordance with objective criteria, in particular
at regional level or in relation to the production.’

11. Article 90 is replaced by the following:

‘Article 90

Conditions for eligibility

The aid shall be granted only in respect of areas whose
production is covered by a contract between the farmer
and the processing industry, except in case of processing
undertaken by the farmer himself/herself on the holding.

Areas which have been subject to an application for
energy crops scheme may not be counted as being set
aside for the purposes of the set-aside requirement indi-
cated in Article 6(1) of Regulation (EC) No 1251/1999 and
in Articles 54(2), 63(2), 71j and 107(1) of this Regulation.’

12. Article 94 is replaced by the following:

‘Article 94

Conditions

The aid shall be paid only in respect of the quantity of
potatoes covered by a cultivation contract between the
potato producer and the starch manufacturer within the
limit of the quota allocated to such undertaking, as referred
to in Article 2(2) or (4) of Regulation (EC) No 1868/94.’

13. Article 99(3) is replaced by the following:

‘3. The amount of aid claimed shall not exceed a
ceiling, fixed by the Commission in accordance with
Article 64(2), corresponding to the component of seed
aids for the species concerned in the national ceiling
referred to in Article 41. However, for the new Member
States, this ceiling shall correspond to the amounts
mentioned in Annex XIa.

When the total amount of aid claimed exceeds the fixed
ceiling, the aid per farmer shall be reduced proportionately
in that year.’

14. In Article 101, the following paragraph is inserted after
the second paragraph:

‘However, the regional base area or areas in the new
Member States shall be fixed by the Commission in accord-
ance with the procedure referred to in Article 144(2) and
within the limits of the national base areas listed in Annex
XIb.’

15. In Article 103, the following paragraph is inserted after
the first paragraph:

‘Alternatively, for any new Member State applying the
single area payment scheme referred to in Article 143b in
2004 and opting for the application of Article 66, the
regionalisation plan shall be established, according to
objective criteria, not later than 1 August of the last year
of application of the single area payment scheme. Where
this is done, the combined regional base areas and the
weighted average reference yield in the regions shall
respect the limits of the national base area and reference
yield as listed in Annex XIb.’

16. Article 105 is replaced by the following:

‘Article 105

Durum wheat supplement

1. A supplement to the area payment of

— EUR 291/ha for the marketing year 2005/06,

— EUR 285/ha for the marketing year 2006/07 and
onwards

shall be paid for the area down to durum wheat in the
traditional production zones listed in Annex X, subject to
the following limits:

Greece 617 000 ha

Spain 594 000 ha

France 208 000 ha

Italy 1 646 000 ha

Cyprus 6 183 ha

Hungary 2 500 ha

Austria 7 000 ha

Portugal 118 000 ha.

2. Should the total of the areas for which a supplement
to the area payment is claimed be greater than the limit
referred to in paragraph 1 during the course of a
marketing year, the area per farmer for which the supple-
ment may be paid shall be reduced proportionately.
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However, subject to the limits per Member State laid down
in paragraph 1, Member States may distribute the areas
indicated in that paragraph among the production zones
as defined in Annex X, or, for the Member States of the
Community as constituted on 30 April 2004, if necessary,
the production regions of the regionalisation plan,
according to the extent of the production of durum wheat
during the period 1993 to 1997. Where this is done,
should the total of the areas within a region for which a
supplement to the area payment is requested be greater
than the corresponding regional limit during the course of
a marketing year, the area per farmer in that production
region for which the supplement may be paid shall be
reduced proportionately. The reduction shall be made
when, within a Member State, the areas in regions which
have not reached their regional limits have been distrib-
uted to regions in which those limits have been exceeded.

3. In regions where the production of durum wheat is
well established, other than those referred to in Annex X,
special aid amounting to EUR 46/ha for the marketing
year 2005/06 shall be granted up to a limit of the
following number of hectares:

Germany 10 000 ha

Spain 4 000 ha

France 50 000 ha

Italy 4 000 ha

Hungary 4 305 ha

Slovakia 4 717 ha

United Kingdom 5 000 ha.’

17. Article 108 is replaced by the following:

‘Article 108

Eligible land

Applications for payments may not be made in respect of
land which, at the date provided for the area aid applica-
tions for 2003, was under permanent pasture, permanent
crops or trees or was used for non-agricultural purposes.

For the new Member States, applications for payments
may not be made in respect of land which, on 30 June
2003, was under permanent pasture, permanent crops or
trees or was used for non-agricultural purposes.

Member States may, on terms to be determined in accord-
ance with the procedure referred to in Article 144(2), dero-
gate from the first or second subparagraph of this Article
provided that they take action to prevent any significant
increase in the total eligible agricultural area.’

18. Article 116(2) is replaced by the following:

‘2. Member States shall take the necessary measures to
ensure that the sum of premium rights on their territory
does not exceed the national ceilings set out in paragraph
4 and that the national reserves referred to in Article 118
may be maintained.

Except in cases where Article 143b is applied, the new
Member States shall allocate individual ceilings to produ-
cers and shall set up the national reserves from the overall
number of rights to the premium reserved for each of
these new Member States as set out in paragraph 4, no
later than one year after the date of accession.

After the end of the period of application of the single
area payment scheme according to Article 143b and
where Article 67 is applied, the allocation of the individual
ceilings to producers and the setting up of the national
reserve referred to in the second subparagraph shall take
place no later than the end of the first year of the applica-
tion of the single payment scheme.’

19. Article 116(4) is replaced by the following:

‘4. The following ceilings shall apply:

Member State Rights (× 1 000)

Belgium 70

Czech Republic 66,733

Denmark 104

Germany 2 432

Estonia 48

Greece 11 023

Spain 19 580

France 7 842

Ireland 4 956

Italy 9 575

Cyprus 472,401

Latvia 18,437

Lithuania 17,304

Luxembourg 4

Hungary 1 146

Malta 8,485

Netherlands 930

Austria 206

Poland 335,88

Portugal (*) 2 690

Slovenia 84,909

Slovakia 305,756

Finland 80

Sweden 180

United Kingdom 19 492

Total 81 667,905

(*) To be adjusted on the expiry of Regulation (EC) No 1017/94.’
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20. Article 119(3) is replaced by the following:

‘3. The following global amounts shall apply:

(EUR 1 000)

Belgium 64

Czech Republic 71

Denmark 79

Germany 1 793

Estonia 51

Greece 8 767

Spain 18 827

France 7 083

Ireland 4 875

Italy 6 920

Cyprus 441

Latvia 19

Lithuania 18

Luxembourg 4

Hungary 1 212

Malta 9

Netherlands 743

Austria 185

Poland 355

Portugal 2 275

Slovenia 86

Slovakia 323

Finland 61

Sweden 162

United Kingdom 20 162’

21. In Article 119, the following paragraph is added:

‘4. In the new Member States, the global amounts shall
be applied in accordance with the schedule of increments
as set out in Article 143a.’

22. Article 123(8) is replaced by the following:

‘8. The following regional ceilings shall apply:

Belgium 235 149

Czech Republic 244 349

Denmark 277 110

Germany 1 782 700

Estonia 18 800

Greece 143 134

Spain 713 999 (*)

France 1 754 732 (**)

Ireland 1 077 458

Italy 598 746

Cyprus 12 000

Latvia 70 200

Lithuania 150 000

Luxembourg 18 962

Hungary 94 620

Malta 3 201

Netherlands 157 932

Austria 373 400

Poland 926 000

Portugal 175 075 (***) (****)

Slovenia 92 276

Slovakia 78 348

Finland 250 000

Sweden 250 000

United Kingdom 1 419 811 (*****)

(*) Without prejudice to the specific rules laid down in Regulation (EC)
No 1454/2001.

(**) Without prejudice to the specific rules laid down in Regulation (EC)
No 1452/2001.

(***) Without prejudice to the specific rules laid down in Regulation (EC)
No 1453/2001.

(****) To be adjusted on the expiry of Regulation (EC) No 1017/94.
(*****) This ceiling shall be temporarily increased by 100 000 to 1 519 811

until such time as live animals under six months of age may be
exported.’

23. Article 126(1) is replaced by the following:

‘1. An aid shall be granted to each farmer of suckler
cows within the limit of the individual ceilings established
in application of Article 7 of Regulation (EC) No 1254/
1999 or of the second subparagraph of paragraph 2.’

24. Article 126(2) is replaced by the following:

‘2. Member States shall take the necessary steps to
ensure that the sum of premium rights on their territory
does not exceed the national ceilings set out in paragraph
5 and that the national reserves referred to in Article 128
may be maintained.
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Except in cases where Article 143b is applied, the new
Member States shall allocate individual ceilings to produ-
cers and shall set up the national reserves from the overall
number of rights to the premium reserved for each of
these Member States as set out in paragraph 5, no later
than one year after the date of accession.

After the end of the period of application of the single
area payment scheme according to Article 143b and
where Article 68(2)(a)(i) is applied, the allocation of the
individual ceilings to producers and the setting up of the
national reserve referred to in the second subparagraph
shall take place no later than the end of the first year of
the application of the single payment scheme.’

25. Article 126(5) is replaced by the following:

‘5. The following national ceilings shall apply:

Belgium 394 253

Czech Republic (*) 90 300

Denmark 112 932

Germany 639 535

Estonia (*) 13 416

Greece 138 005

Spain (**) 1 441 539

France (***) 3 779 866

Ireland 1 102 620

Italy 621 611

Cyprus (*) 500

Latvia (*) 19 368

Lithuania (*) 47 232

Luxembourg 18 537

Hungary (*) 117 000

Malta (*) 454

Netherlands 63 236

Austria 375 000

Poland (*) 325 581

Portugal (****) (*****) 416 539

Slovenia (*) 86 384

Slovakia (*) 28 080

Finland 55 000

Sweden 155 000

United Kingdom 1 699 511

(*) Applicable from the date of accession.
(**) Without prejudice to the specific rules laid down in Regulation (EC)

No 1454/2001.
(***) Without prejudice to the specific rules laid down in Regulation (EC)

No 1452/2001.
(****) Without prejudice to the specific rules laid down in Regulation (EC)

No 1453/2001.
(*****) To be increased on the expiry of Regulation (EC) No 1017/94 by

the premiums resulting from the application of that Regulation in
2003 and 2004.’

26. In Article 130(3) the following subparagraph is added:

‘For the new Member States the national ceilings shall be
those contained in the following table:

Bulls, steers, cows and
heifers

Calves more than 1
and less than 8

months old and of
carcase weight up to

185 kg

Czech Republic 483 382 27 380

Estonia 107 813 30 000

Cyprus 21 000 —

Latvia 124 320 53 280

Lithuania 367 484 244 200

Hungary 141 559 94 439

Malta 6 002 17

Poland 1 815 430 839 518

Slovenia 161 137 35 852

Slovakia 204 062 62 841’

27. Article 133(3) is replaced by the following:

‘3. The following global amounts shall apply:

(EUR million)

Belgium 39,4

Czech Republic 8,776017

Denmark 11,8

Germany 88,4

Estonia 1,13451

Greece 3,8

Spain 33,1

France 93,4

Ireland 31,4

Italy 65,6

Cyprus 0,308945

Latvia 1,33068

Lithuania 4,942267

Luxembourg 3,4

Hungary 2,936076

Malta 0,0637

Netherlands 25,3

Austria 12,0

Poland 27,3

Portugal 6,2

Slovenia 2,964780

Slovakia 4,500535

Finland 6,2

Sweden 9,2

United Kingdom 63,8’
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28. In Article 135(1), the following indent is added to the first
subparagraph:

‘— for the new Member States: equal to the ceilings set
out in Article 123(8) or equal to the average number
of slaughterings of male bovine animals during the
years 2001, 2002 and 2003 deriving from Eurostat
statistics for these years or any other published official
statistical information for these years accepted by the
Commission.’

29. In Article 135(4), the following sentence is added:

‘For the new Member States the reference years shall be
2001, 2002 and 2003.’

30. In Article 136(2), the following sentence is added to the
second subparagraph:

‘For the new Member States the reference years shall be
1999, 2000 and 2001.’

31. After Article 136, the following Article is inserted:

‘Article 136a

Conditions of application in the new Member States

In the new Member States, the global amounts referred to
in Article 133(3) and the maximum area payment per
hectare at EUR 350 referred to in Article 136(3) shall be
applied in accordance with the schedule of increments as
set out in Article 143a.’

32. In Article 139, the following sentence is added to the first
subparagraph:

‘However, for the new Member States, the ceiling fixed by
the Commission in accordance with Article 64(2) shall
correspond to the component of each of the direct
payments concerned in the ceiling referred to in Article
71c.’

33. Article 143 is replaced by the following:

‘Article 143

Ceiling

The sum of the aid claimed shall not be higher than a
ceiling fixed by the Commission in accordance with Article
64(2), corresponding to the component of grain legumes
area payments referred to in Annex VI in the national
ceiling referred to in Article 41. However, for the new
Member States, the ceiling fixed by the Commission in
accordance with Article 64(2) shall correspond to the
component of grain legumes area payments referred to in
Annex VI in the national ceiling referred to in Article 71c.

When the total amount of aid claimed exceeds the fixed
ceiling, the aid per farmer shall be reduced proportionately
in that year.’

34. In Article 145, point (d) is replaced by the following:

‘(d) with regard to the single payment scheme, detailed
rules relating in particular to the establishment of
national reserve, the transfer of entitlements, the defi-
nition of permanent crops, permanent pastures, agri-
cultural land and grassland, the options provided for
in Chapters 5 and 6 of Title III and the list of crops
allowed on the set-aside land as well as detailed rules
relating to compliance with the Memorandum of
Understanding on certain oil seeds between the Euro-
pean Economic Community and the United States of
America within the framework of the GATT approved
by Decision 93/355/EEC (*).

(*) OJ L 147, 18.6.1993, p. 25.’

35. In Article 145, point (i) is replaced by the following:

‘(i) such amendments to Annexes II, VI, VII, IX, X and XI
as may become necessary, taking into account in par-
ticular new Community legislation and, as far as it
concerns Annexes VIII and VIIIa, in case of application
of Articles 62 and 71i respectively and, as the case
may be, in function of the information communicated
by the Member States in relation to the part of the
reference amounts corresponding to the payments for
arable crops, as well as the amounts of the ceilings
themselves, to be increased in function of the difference
between the area actually determined and the area for
which premiums were paid for arable crops in 2000
and 2001, in application of Article 9(2) and (3) of
Commission Regulation (EEC) No 3887/92 (**), within
the limit of the base areas (or maximum guaranteed
area for durum wheat) and taking into account the
average national yield used for the calculation of
Annex VIII.

(**) OJ L 327, 12.12.2001, p. 11.’

36. In Article 145, point (q) is replaced by the following:

‘(q) measures which are both necessary and duly justified
to resolve, in an emergency, practical and specific
problems, in particular those related to the implemen-
tation of Chapter 4 of Title II and Chapters 5 and 6 of
Title III. Such measures may derogate from certain
parts of this Regulation, but only to the extent that,
and for such a period as, is strictly necessary.’
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37. Article 146 is replaced by the following:

‘Article 146

Transmission of information to the Commission

Member States shall inform the Commission in detail of the measures taken to implement this Regu-
lation and, in particular, those relating to Articles 5, 13, 42, 58, 71d and 71e.’

38. After Article 154, the following Article is added:

‘Article 154a

Transitional arrangements for new Member States

1. Where transitional measures are necessary in order to facilitate, for the new Member States, the
transition from the single area payment scheme to the single payment scheme and other aid schemes
referred to in Titles III and IV, such measures shall be adopted in accordance with the procedure laid
down in Article 144(2).

2. The measures referred to in paragraph 1 may be adopted during a period starting on 1 May
2004 and expiring on 30 June 2009 and shall not apply beyond that date. The Council, acting by a
qualified majority on a proposal from the Commission, may extend that period.’

39. After Annex VIII, the following Annex is added:

‘ANNEX VIIIA

National ceilings referred to in Article 71c

The ceilings have been calculated taking account of the schedule of increments provided for in Article
143a, and therefore do not need to be reduced.

(EUR million)

Calendar year
Czech

Repub-
lic

Estonia Cyprus Latvia Lithua-
nia

Hun-
gary Malta Poland Slo-

venia
Slo-

vakia

2005 227,9 23,4 8,9 33,9 92,0 350,8 0,67 724,3 35,5 97,6

2006 265,7 27,3 10,4 39,6 107,3 408,7 0,78 845,0 41,4 113,6

2007 342,4 40,4 13,9 55,6 146,9 495,1 1,59 1 098,8 55,5 144,5

2008 427,8 50,5 17,4 69,5 183,6 618,5 1,99 1 373,4 69,4 180,5

2009 513,2 60,5 20,9 83,4 220,3 741,9 2,38 1 648,0 83,3 216,6

2010 598,5 70,6 24,4 97,3 257,0 865,2 2,78 1 922,5 97,2 252,6

2011 683,9 80,7 27,8 111,2 293,7 988,6 3,18 2 197,1 111,0 288,6

2012 769,3 90,8 31,3 125,1 330,4 1 111,9 3,57 2 471,7 124,9 324,6

subsequent years 854,6 100,9 34,8 139,0 367,1 1 235,3 3,97 2 746,3 138,8 360,6’

40. Annex X is completed by the following entries:

‘CYPRUS

HUNGARY

Regions

Dél Dunamenti síkság
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Dél-Dunántúl

Közép-Alföld

Mezőföld

Berettyo-Kőrös-Maros vidéke

Györi medence

Hajdúság’

41. After Annex XI the following Annexes are added:

‘ANNEX XIA

Seed aid ceilings in the new Member States referred to in Article 99(3)

(EUR million)

Calendar year
Czech

Repub-
lic

Estonia Cyprus Latvia Lithua-
nia

Hun-
gary Malta Poland Slo-

venia
Slo-

vakia

2005 0,87 0,04 0,03 0,10 0,10 0,78 0,03 0,56 0,08 0,04

2006 1,02 0,04 0,03 0,12 0,12 0,90 0,03 0,65 0,10 0,04

2007 1,17 0,05 0,04 0,14 0,14 1,03 0,04 0,74 0,11 0,05

2008 1,46 0,06 0,05 0,17 0,17 1,29 0,05 0,93 0,14 0,06

2009 1,75 0,07 0,06 0,21 0,21 1,55 0,06 1,11 0,17 0,07

2010 2,04 0,08 0,07 0,24 0,24 1,81 0,07 1,30 0,19 0,08

2011 2,33 0,10 0,08 0,28 0,28 2,07 0,08 1,48 0,22 0,09

2012 2,62 0,11 0,09 0,31 0,31 2,33 0,09 1,67 0,25 0,11

subsequent years 2,91 0,12 0,10 0,35 0,35 2,59 0,10 1,85 0,28 0,12

ANNEX XIB

National arable crops base areas and reference yields in the new Member States referred to in Articles 101
and 103

Base area
(hectares)

Reference yields
(t/ha)

Czech Republic 2 253 598 4,20

Estonia 362 827 2,40

Cyprus 79 004 2,30

Latvia 443 580 2,50

Lithuania 1 146 633 2,70

Hungary 3 487 792 4,73

Malta 4 565 2,02

Poland 9 454 671 3,00

Slovenia 125 171 5,27

Slovakia 1 003 453 4,06’
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Article 2

Article 5(2) of Regulation (EC) No 1786/2003 shall be replaced by the following:

‘2. The maximum guaranteed quantity provided for in paragraph 1 shall be divided among the
Member States as follows:

Guaranteed national quantities (tonnes)

Belgo-Luxembourg Economic Union (BLEU) 8 000

Czech Republic 27 942

Denmark 334 000

Germany 421 000

Greece 37 500

Spain 1 325 000

France 1 605 000

Ireland 5 000

Italy 685 000

Lithuania 650

Hungary 49 593

Netherlands 285 000

Austria 4 400

Poland 13 538

Portugal 30 000

Slovakia 13 100

Finland 3 000

Sweden 11 000

United Kingdom 102 000’

Article 3

In Article 33 of Regulation (EC) No 1257/1999 the following paragraph shall be added:

‘The measure foreseen in the last indent of the second paragraph is not applicable for the Czech
Republic, Estonia, Cyprus, Latvia, Lithuania, Hungary, Malta, Poland, Slovenia and Slovakia.’

Article 4

This Regulation shall enter into force on 1 May 2004 subject to the entry into force of the Treaty
concerning the accession of the Czech Republic, the Republic of Estonia, the Republic of Cyprus, the
Republic of Latvia, the Republic of Lithuania, the Republic of Hungary, the Republic of Malta, the Republic
of Poland, the Republic of Slovenia and the Slovak Republic to the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 22 March 2004.

For the Council

The President
B. COWEN
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COMMISSION REGULATION (EC) No 584/2004
of 29 March 2004

establishing the standard import values for determining the entry price of certain fruit and
vegetables

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Commission Regulation (EC) No 3223/94 of
21 December 1994 on detailed rules for the application of the
import arrangements for fruit and vegetables (1), and in particu-
lar Article 4(1) thereof,

Whereas:

(1) Regulation (EC) No 3223/94 lays down, pursuant to the
outcome of the Uruguay Round multilateral trade nego-
tiations, the criteria whereby the Commission fixes the
standard values for imports from third countries, in
respect of the products and periods stipulated in the
Annex thereto.

(2) In compliance with the above criteria, the standard
import values must be fixed at the levels set out in the
Annex to this Regulation,

HAS ADOPTED THIS REGULATION:

Article 1

The standard import values referred to in Article 4 of Regu-
lation (EC) No 3223/94 shall be fixed as indicated in the Annex
hereto.

Article 2

This Regulation shall enter into force on 30 March 2004.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 29 March 2004.

For the Commission
J. M. SILVA RODRÍGUEZ

Agriculture Director-General
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ANNEX

to the Commission Regulation of 29 March 2004 establishing the standard import values for determining the
entry price of certain fruit and vegetables

(EUR/100 kg)

CN code Third country code (1) Standard import value

0702 00 00 052 105,5
204 41,2
212 119,6
624 124,8
999 97,8

0707 00 05 052 114,0
068 105,0
096 80,6
204 19,6
220 135,1
999 90,9

0709 90 70 052 113,8
204 80,8
999 97,3

0805 10 10, 0805 10 30, 0805 10 50 052 49,7
204 44,5
212 57,6
220 45,4
400 44,9
624 61,4
999 50,6

0805 50 10 052 47,5
400 51,0
999 49,3

0808 10 20, 0808 10 50, 0808 10 90 060 27,3
388 84,4
400 119,7
404 99,5
508 74,6
512 78,0
524 78,9
528 78,1
720 83,8
804 144,6
999 86,9

0808 20 50 388 72,5
512 66,9
528 66,6
999 68,7

(1) Country nomenclature as fixed by Commission Regulation (EC) No 2081/2003 (OJ L 313, 28.11.2003, p. 11). Code ‘999’ stands for
‘of other origin’.
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COMMISSION REGULATION (EC) No 585/2004
of 26 March 2004

amending Regulation (EC) No 282/2004 introducing a document for the declaration of, and veter-
inary checks on, animals from third countries entering the Community

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 91/496/EEC of 15 July
1991 laying down the principles governing the organisation of
veterinary checks on animals entering the Community from
third countries and amending Directives 89/662/EEC, 90/425/
EEC and 90/675/EEC (1), and in particular Article 3(2) and
Article 7(2) thereof,

Whereas:

(1) The transitional provisions for the border inspection
posts between the Member States and the new Member
States which are due to be abolished on accession are
not made sufficiently clear in Article 8 of Regulation
(EC) No 282/2004 introducing a document for the
declaration of, and veterinary checks on, animals from
third countries entering the Community (2) and should
be reworded to avoid any ambiguity.

(2) The common veterinary entry document (CVED) in
Regulation (EC) No 282/2004 is imprecise as regards the
declarations by the person responsible for the load in
box 25 and the official veterinarian in box 42 and that
document should be reworded.

(3) To clarify all these points, Regulation (EC) No 282/2004
should be amended accordingly.

(4) The measures provided for in this Regulation are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:

Article 1

Regulation (EC) No 282/2004 is hereby amended as follows:

1. Article 8 is replaced by the following:

‘Article 8

Until 1 May 2004 this Regulation shall not apply to the
border inspection posts listed in Annex II which are due to
be abolished upon the accession of the Czech Republic,
Hungary, Poland, Slovenia and Slovakia.’;

2. the model common veterinary entry document in Annex I is
replaced by the model in the Annex hereto.

Article 2

This Regulation shall enter into force on 31 March 2004.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26 March 2004.

For the Commission
David BYRNE

Member of the Commission
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ANNEX
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COMMISSION REGULATION (EC) No 586/2004
of 29 March 2004

determining the extent to which applications lodged in March 2004 for import licences for certain
poultrymeat sector products pursuant to Regulation (EC) No 2497/96 can be accepted

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Commission Regulation (EC) No 2497/96 of
18 December 1996 laying down rules for the application in
the poultrymeat sector of the system provided for by the Asso-
ciation Agreement and the Interim Agreement between the
European Community and the State of Israel (1), and in particu-
lar Article 4(5) thereof,

Whereas:

The applications for import licences lodged for the period 1
January to 30 April 2004 are greater than the quantities avail-
able and must therefore be reduced by a fixed percentage to
ensure a fair distribution,

HAS ADOPTED THIS REGULATION:

Article 1

1. Applications for import licences for the period 1 January
to 30 April 2004 submitted pursuant to Regulation (EC) No
2497/96 shall be met as referred to in Annex I.

2. During the first seven days of the period 1 May to 30
June 2004 applications may be lodged pursuant to Regulation
(EC) No 2497/96 for import licences for the total quantities as
referred to in Annex II.

Article 2

This Regulation shall enter into force on 30 March 2004.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 29 March 2004.

For the Commission
J. M. SILVA RODRÍGUEZ

Agriculture Director-General
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ANNEX I

Group No
Percentage of acceptance of import licences

submitted for the period 1 January to 30 April
2004

IL1 4,08

IL2 —
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(tonnes)

Group No Available quantities

IL1 245,14

IL2 87,55



COMMISSION REGULATION (EC) No 587/2004
of 29 March 2004

fixing Community producer and import prices for carnations and roses with a view to the applica-
tion of the arrangements governing imports of certain floricultural products originating in Cyprus,

Israel, Jordan, Morocco and the West Bank and the Gaza Strip

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Regulation (EEC) No 4088/87 of 21
December 1987 fixing conditions for the application of prefer-
ential customs duties on imports of certain flowers originating
in Cyprus, Israel, Jordan, Morocco and the West Bank and the
Gaza Strip (1), and in particular Article 5(2)(a) thereof,

Whereas:

Pursuant to Article 2(2) and Article 3 of abovementioned Regu-
lation (EEC) No 4088/87, Community import and producer
prices are fixed each fortnight for uniflorous (bloom) carna-
tions, multiflorous (spray) carnations, large-flowered roses and
small-flowered roses and apply for two-weekly periods.
Pursuant to Article 1b of Commission Regulation (EEC) No
700/88 of 17 March 1988 laying down detailed rules for the
application of the arrangements for the import into the Com-
munity of certain floricultural products originating in Cyprus,
Israel, Jordan, Morocco and the West Bank and the

Gaza Strip (2), those prices are determined for fortnightly
periods on the basis of weighted prices provided by the
Member States. Those prices should be fixed immediately so
the customs duties applicable can be determined. To that end,
provision should be made for this Regulation to enter into
force immediately,

HAS ADOPTED THIS REGULATION:

Article 1

The Community producer and import prices for uniflorous
(bloom) carnations, multiflorous (spray) carnations, large-flow-
ered roses and small-flowered roses as referred to in Article 1b
of Regulation (EEC) No 700/88 for a fortnightly period shall be
as set out in the Annex.

Article 2

This Regulation shall enter into force on 30 March 2004.

It shall apply from 31 March to 13 April 2004.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 29 March 2004.

For the Commission
J. M. SILVA RODRÍGUEZ

Agriculture Director-General
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ANNEX

to the Commission Regulation of 29 March 2004 fixing Community producer and import prices for carnations
and roses with a view to the application of the arrangements governing imports of certain floricultural

products originating in Cyprus, Israel, Jordan, Morocco and the West Bank and the Gaza Strip

Period: from 31 March to 13 April 2004

(EUR/100 pieces)

Community producer price Uniflorous (bloom)
carnations

Multiflorous (spray)
carnations Large-flowered roses Small-flowered roses

12,44 11,99 28,13 14,41

Community import prices Uniflorous (bloom)
carnations

Multiflorous (spray)
carnations Large-flowered roses Small-flowered roses

Israel — — — —

Morocco — — — —

Cyprus — — — —

Jordan — — — —

West Bank and Gaza Strip 7,97 — — —
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COMMISSION DIRECTIVE 2004/33/EC
of 22 March 2004

implementing Directive 2002/98/EC of the European Parliament and of the Council as regards
certain technical requirements for blood and blood components

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Directive 2002/98/EC of the European Parlia-
ment and of the Council of 27 January 2003 setting standards
of quality and safety for the collection, testing, processing,
storage and distribution of human blood and blood compo-
nents and amending Directive 2001/83/EC (1), and in particular
points (b) to (g) of the second paragraph of Article 29 thereof,

Whereas:

(1) Directive 2002/98/EC lays down standards of quality
and safety for the collection and testing of human blood
and blood components, whatever their intended
purpose, and for their processing, storage and distribu-
tion when intended for transfusion so as to ensure a
high level of human health protection.

(2) In order to prevent the transmission of diseases by blood
and blood components and to ensure an equivalent level
of quality and safety, Directive 2002/98/EC calls for the
establishment of specific technical requirements.

(3) This Directive lays down those technical requirements,
which take account of Council Recommendation 98/
463/EC of 29 June 1998 on the suitability of blood and
plasma donors and the screening of donated blood in
the European Community (2), certain recommendations
of the Council of Europe, the opinion of the Scientific
Committee for Medicinal Products and Medical Devices,
the monographs of the European Pharmacopoeia, parti-
cularly in respect of blood or blood components as a
starting material for the manufacture of proprietary
medicinal products and recommendations of the World
Health Organisation (WHO), as well as international
experience in this field.

(4) Blood and blood components imported from third coun-
tries, including those used as starting material/raw mate-
rial for the manufacture of medicinal products derived
from human blood and human plasma, should meet the
quality and safety requirements set out in this Directive.

(5) With regard to blood and blood components collected
for the sole purpose of, and exclusive use in, autologous
transfusion (autologous donation), specific technical
requirements should be laid down, as required by Article
2(2) of Directive 2002/98/EC. Such donations should be
clearly identified and kept separate from other donations
to ensure that they are not used for transfusion to other
patients.

(6) It is necessary to determine common definitions for
technical terminology in order to ensure the consistent
implementation of Directive 2002/98/EC.

(7) The measures provided for in this Directive are in
accordance with the opinion of the Committee set up by
Directive 2002/98/EC,

HAS ADOPTED THIS DIRECTIVE:

Article 1

Definitions

For the purposes of this Directive, the definitions set out in
Annex I shall apply.

Article 2

Provision of information to prospective donors

Member States shall ensure that blood establishments provide
prospective donors of blood or blood components with the
information set out in Part A of Annex II.

Article 3

Information required from donors

Member States shall ensure that upon agreement of willingness
to commence the donation of blood or blood components,
donors provide the information set out in Part B of Annex II to
the blood establishment.

Article 4

Eligibility of donors

Blood establishments shall ensure that donors of whole blood
and blood components comply with the eligibility criteria set
out in Annex III.

Article 5

Storage, transport and distribution conditions for blood
and blood components

Blood establishments shall ensure that the storage, transport
and distribution conditions for blood and blood components
comply with the requirements set out in Annex IV.
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Article 6

Quality and safety requirements for blood and blood
components

Blood establishments shall ensure that the quality and safety
requirements for blood and blood components comply with
the requirements set out in Annex V.

Article 7

Autologous donations

1. Blood establishments shall ensure that autologous dona-
tions comply with the requirements set out in Directive 2002/
98/EC and the specific requirements set out in this Directive.

2. Autologous donations shall be clearly identified as such
and shall be kept separate from allogeneic donations.

Article 8

Validation

Member States shall ensure that all testing and processes
referred to in Annexes II to V are validated.

Article 9

Transposition

1. Without prejudice to Article 7 of Directive 2002/98/EC,
Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Direc-
tive by 8 February 2005 at the latest. They shall forthwith

communicate to the Commission the text of those provisions
and a correlation table between those provisions and this Direc-
tive.

When Member States adopt those provisions, they shall contain
a reference to this Directive or be accompanied by such a refer-
ence on the occasion of their official publication. Member
States shall determine how such reference is to be made.

2. Member States shall communicate to the Commission the
text of the main provisions of national law which they adopt in
the field covered by this Directive.

Article 10

Entry into force

This Directive shall enter into force on the 20th day following
that of its publication in the Official Journal of the European
Union.

Article 11

Addressees

This Directive is addressed to the Member States.

Done at Brussels, 22 March 2004.

For the Commission
David BYRNE

Member of the Commission
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ANNEX I

DEFINITIONS

(as referred to in Article 1)

1. ‘Autologous donation’ means blood and blood components collected from an individual and intended solely for
subsequent autologous transfusion or other human application to that same individual.

2. ‘Allogeneic donation’ means blood and blood components collected from an individual and intended for transfusion
to another individual, for use in medical devices or as starting material/raw material for manufacturing into medic-
inal products.

3. ‘Validation’ means the establishment of documented and objective evidence that the particular requirements for a
specific intended use can be consistently fulfilled.

4. ‘Whole blood’ means a single blood donation.

5. ‘Cryopreservation’ means prolongation of the storage life of blood components by freezing.

6. ‘Plasma’ means the liquid portion of the blood in which the cells are suspended. Plasma may be separated from the
cellular portion of a whole blood collection for therapeutic use as fresh-frozen plasma or further processed to cryo-
precipitate and cryoprecipitate-depleted plasma for transfusion. It may be used for the manufacture of medicinal
products derived from human blood and human plasma or used in the preparation of pooled platelets, or pooled,
leucocyte-depleted platelets. It may also be used for re-suspension of red cell preparations for exchange transfusion
or perinatal transfusion.

7. ‘Cryoprecipitate’ means a plasma component prepared from plasma, fresh-frozen, by freeze-thaw precipitation of
proteins and subsequent concentration and re-suspension of the precipitated proteins in a small volume of the
plasma.

8. ‘Washed’ means a process of removing plasma or storage medium from cellular products by centrifugation,
decanting of the supernatant liquid from the cells and addition of an isotonic suspension fluid, which in turn is
generally removed and replaced following further centrifugation of the suspension. The centrifugation, decanting,
replacing process may be repeated several times.

9. ‘Red cells’ means the red cells from a single whole blood donation, with a large proportion of the plasma from the
donation removed.

10. ‘Red cells, buffy coat removed’ means the red cells from a single whole blood donation, with a large proportion of
the plasma from the donation removed. The buffy coat, containing a large proportion of the platelets and leucocytes
in the donated unit, is removed.

11. ‘Red cells, leucocyte-depleted’ means the red cells from a single whole blood donation, with a large proportion of
the plasma from the donation removed, and from which leucocytes are removed.

12. ‘Red cells in additive solution’ means the red cells from a single whole blood donation, with a large proportion of
the plasma from the donation removed. A nutrient/preservative solution is added.

13. ‘Additive solution’ means a solution specifically formulated to maintain beneficial properties of cellular components
during storage.

14. ‘Red cells, buffy coat removed, in additive solution’ means the red cells from a single whole blood donation, with a
large proportion of the plasma from the donation removed. The buffy coat, containing a large proportion of the
platelets and leucocytes in the donated unit, is removed. A nutrient/preservative solution is added.

15. ‘Buffy coat’ means a blood component prepared by centrifugation of a unit of whole blood, and which contains a
considerable proportion of the leucocytes and platelets.

16. ‘Red cells, leucocyte-depleted, in additive solution’ means the red cells from a single whole blood donation, with a
large proportion of the plasma from the donation removed, and from which leucocytes are removed. A nutrient/
preservative solution is added.

17. ‘Red cells, apheresis’ means the red cells from an apheresis red cell donation.

18. ‘Apheresis’ means a method of obtaining one or more blood components by machine processing of whole blood in
which the residual components of the blood are returned to the donor during or at the end of the process.

19. ‘Platelets, apheresis’ means a concentrated suspension of blood platelets obtained by apheresis.

20. ‘Platelets, apheresis, leucocyte-depleted’ means a concentrated suspension of blood platelets, obtained by apheresis,
and from which leucocytes are removed.
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21. ‘Platelets, recovered, pooled’ means a concentrated suspension of blood platelets, obtained by processing of whole
blood units and pooling the platelets from the units during or after separation.

22. ‘Platelets, recovered, pooled, leucocyte-depleted’ means a concentrated suspension of blood platelets, obtained by
processing of whole blood units and pooling the platelets from the units during or after separation, and from which
leucocytes are removed.

23. ‘Platelets, recovered, single unit’ means a concentrated suspension of blood platelets, obtained by processing of a
single unit of whole blood.

24. ‘Platelets, recovered, single unit, leucocyte-depleted’ means a concentrated suspension of blood platelets, obtained by
processing of a single whole blood unit from which leucocytes are removed.

25. ‘Plasma, fresh-frozen’ means the supernatant plasma separated from a whole blood donation or plasma collected by
apheresis, frozen and stored.

26. ‘Plasma, cryoprecipitate-depleted for transfusion’ means a plasma component prepared from a unit of plasma, fresh-
frozen. It comprises the residual portion after the cryoprecipitate has been removed.

27. ‘Granulocytes, apheresis’ means a concentrated suspension of granulocytes obtained by apheresis.

28. ‘Statistical process control’ means a method of quality control of a product or a process that relies on a system of
analysis of an adequate sample size without the need to measure every product of the process.
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ANNEX II

INFORMATION REQUIREMENTS

(as referred to in Articles 2 and 3)

PART A

Information to be provided to prospective donors of blood or blood components

1. Accurate educational materials, which are understandable for members of the general public, about the essential
nature of blood, the blood donation procedure, the components derived from whole blood and apheresis donations,
and the important benefits to patients.

2. For both allogeneic and autologous donations, the reasons for requiring an examination, health and medical history,
and the testing of donations and the significance of ‘informed consent’.

For allogeneic donations, self-deferral, and temporary and permanent deferral, and the reasons why individuals are
not to donate blood or blood components if there could be a risk for the recipient.

For autologous donations, the possibility of deferral and the reasons why the donation procedure would not take
place in the presence of a health risk to the individual whether as donor or recipient of the autologous blood or
blood components.

3. Information on the protection of personal data: no unauthorised disclosure of the identity of the donor, of informa-
tion concerning the donor's health, and of the results of the tests performed.

4. The reasons why individuals are not to make donations which may be detrimental to their health.

5. Specific information on the nature of the procedures involved either in the allogeneic or autologous donation
process and their respective associated risks. For autologous donations, the possibility that the autologous blood and
blood components may not suffice for the intended transfusion requirements.

6. Information on the option for donors to change their mind about donating prior to proceeding further, or the
possibility of withdrawing or self-deferring at any time during the donation process, without any undue embarrass-
ment or discomfort.

7. The reasons why it is important that donors inform the blood establishment of any subsequent event that may
render any prior donation unsuitable for transfusion.

8. Information on the responsibility of the blood establishment to inform the donor, through an appropriate
mechanism, if test results show any abnormality of significance to the donor's health.

9. Information why unused autologous blood and blood components will be discarded and not transfused to other
patients.

10. Information that test results detecting markers for viruses, such as HIV, HBV, HCV or other relevant blood transmis-
sible microbiologic agents, will result in donor deferral and destruction of the collected unit.

11. Information on the opportunity for donors to ask questions at any time.

PART B

Information to be obtained from donors by blood establishments at every donation

1. Identification of the donor

Personal data uniquely, and without any risk of mistaken identity, distinguishing the donor, as well as contact details.

2. Health and medical history of the donor

Health and medical history, provided on a questionnaire and through a personal interview performed by a qualified
healthcare professional, that includes relevant factors that may assist in identifying and screening out persons whose
donation could present a health risk to others, such as the possibility of transmitting diseases, or health risks to them-
selves.
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3. Signature of the donor

Signature of the donor, on the donor questionnaire, countersigned by the health care staff member responsible for
obtaining the health history confirming that the donor has:

(a) read and understood the educational materials provided;

(b) had an opportunity to ask questions;

(c) been provided with satisfactory responses to any questions asked;

(d) given informed consent to proceed with the donation process;

(e) been informed, in the case of autologous donations, that the donated blood and blood components may not be
sufficient for the intended transfusion requirements; and

(f) acknowledged that all the information provided by the donor is true to the best of his/her knowledge.
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ANNEX III

ELIGIBILITY CRITERIA FOR DONORS OF WHOLE BLOOD AND BLOOD COMPONENTS

(as referred to in Article 4)

1. ACCEPTANCE CRITERIA FOR DONORS OF WHOLE BLOOD AND BLOOD COMPONENTS

Under exceptional circumstances, individual donations from donors who do not comply with the following
criteria may be authorised by a qualified healthcare professional in the blood establishment. All such cases
must be clearly documented and subject to the quality management provisions in Articles 11, 12, and 13 of
Directive 2002/98/EC.

The following criteria do not apply to autologous donations.

1.1. Age and body weight of donors

Age 18 to 65 years

17 to 18 years — unless classified as a minor by law, or
with written consent of parent or legal
guardian in accordance with law

First time donors over 60 years — at the discretion of the physician in the
blood establishment

Over 65 years — with permission of the physician in the
blood establishment, given annually

Body weight ≥ 50 kg for donors either of whole blood or apheresis blood components

1.2. Haemoglobin levels in donor's blood

Haemoglobin for females
≥ 125 g/l

for males
≥ 135 g/l

Applicable to allogeneic donors of
whole blood and cellular components

1.3. Protein levels in donor's blood

Protein ≥ 60 g/l The protein analysis for apheresis plasma donations must be performed at
least annually

1.4. Platelet levels in donor's blood

Platelets Platelet number greater than or equal to
150 × 109/l

Level required for apheresis platelet donors

2. DEFERRAL CRITERIA FOR DONORS OF WHOLE BLOOD AND BLOOD COMPONENTS

The tests and deferral periods indicated by an asterisk (*) are not required when the donation is used exclu-
sively for plasma for fractionation.

2.1. Permanent deferral criteria for donors of allogeneic donations

Cardiovascular disease Prospective donors with active or past serious cardiovascular
disease, except congenital abnormalities with complete cure

Central nervous system disease A history of serious CNS disease

Abnormal bleeding tendency Prospective donors who give a history of a coagulopathy
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Repeated episodes of syncope, or a history
of convulsions

Other than childhood convulsions or where at least three years
have elapsed since the date the donor last took anticonvulsant
medication without any recurrence of convulsions

Gastrointestinal, genitourinary, haemato-
logical, immunological, metabolic, renal,
or respiratory system diseases

Prospective donors with serious active, chronic, or relapsing
disease

Diabetes If being treated with insulin

Infectious diseases Hepatitis B, except for HBsAg-negative persons who are demon-
strated to be immune

Hepatitis C

HIV-1/2

HTLV I/II

Babesiosis (*)

Kala Azar (visceral leishmaniasis) (*)

Trypanosomiasis cruzi (Chagas' disease) (*)

Malignant diseases Except in situ cancer with complete recovery

Transmissible spongiform encephalopa-
thies (TSEs), (e.g. Creutzfeldt Jakob
Disease, variant Creutzfeldt Jakob
Disease)

Persons who have a family history which places them at risk of
developing a TSE, or persons who have received a corneal or dura
mater graft, or who have been treated in the past with medicines
made from human pituitary glands. For variant Creutzfeldt Jacob
disease, further precautionary measures may be recommended.

Intravenous (IV) or intramuscular (IM)
drug use

Any history of non-prescribed IV or IM drug use, including body-
building steroids or hormones

Xenotransplant recipients

Sexual behaviour Persons whose sexual behaviour puts them at high risk of
acquiring severe infectious diseases that can be transmitted by
blood

2.2. Temporary deferral criteria for donors of allogeneic donations

2.2.1. Infections

Du r a t i on of de fe r r a l p e r i o d

After an infectious illness, prospective donors shall be deferred for at least two weeks following the date of full
clinical recovery.

However, the following deferral periods shall apply for the infections listed in the table:

Brucellosis (*) 2 years following the date of full recovery

Osteomyelitis 2 years after confirmed cured

Q fever (*) 2 years following the date of confirmed cured

Syphilis (*) 1 year following the date of confirmed cured

Toxoplasmosis (*) 6 months following the date of clinical recovery

Tuberculosis 2 years following the date of confirmed cured
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Rheumatic fever 2 years following the date of cessation of symptoms, unless
evidence of chronic heart disease

Fever > °C 2 weeks following the date of cessation of symptoms

Flu-like illness 2 weeks after cessation of symptoms

Malaria (*)

— individuals who have lived in a malarial
area within the first five years of life

3 years following return from last visit to any endemic area,
provided person remains symptom free;
may be reduced to 4 months if an immunologic or molecular
genomic test is negative at each donation

— individuals with a history of malaria 3 years following cessation of treatment and absence of symptoms.
Accept thereafter only if an immunologic or molecular genomic
test is negative

— asymptomatic visitors to endemic areas 6 months after leaving the endemic area unless an immunologic or
molecular genomic test is negative

— individuals with a history of undiag-
nosed febrile illness during or within six
months of a visit to an endemic area

3 years following resolution of symptoms;
may be reduced to 4 months if an immunologic or molecular test
is negative

West Nile Virus (WNV) (*) 28 days after leaving an area with ongoing transmission of WNV
to humans

2.2.2. Exposure to risk of acquiring a transfusion-transmissible infection

— Endoscopic examination using flexible instruments,
— mucosal splash with blood or needlestick injury,
— transfusion of blood components,
— tissue or cell transplant of human origin,
— major surgery,
— tattoo or body piercing,
— acupuncture unless performed by a qualified practi-

tioner and with sterile single-use needles,
— persons at risk due to close household contact with

persons with hepatitis B.

Defer for 6 months, or for 4 months provided a NAT
test for hepatitis C is negative

Persons whose behaviour or activity places them at risk
of acquiring infectious diseases that may be transmitted
by blood.

Defer after cessation of risk behaviour for a period
determined by the disease in question, and by the avail-
ability of appropriate tests
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2.2.3. Vaccination

Attenuated viruses or bacteria 4 weeks

Inactivated/killed viruses, bacteria or rickettsiae No deferral if well

Toxoids No deferral if well

Hepatitis A or hepatitis B vaccines No deferral if well and if no exposure

Rabies No deferral if well and if no exposure
If vaccination is given following exposure defer for one
year

Tick-borne encephalitis vaccines No deferral if well and if no exposure

2.2.4. Other temporary deferrals

Pregnancy 6 months after delivery or termination, except in exceptional circum-
stances and at the discretion of a physician

Minor surgery 1 week

Dental treatment Minor treatment by dentist or dental hygienist — defer until next day
(NB: Tooth extraction, root-filling and similar treatment is considered as
minor surgery)

Medication Based on the nature of the prescribed medicine, its mode of action and the
disease being treated

2.3. Deferral for particular epidemiological situations

Particular epidemiological situations (e.g. disease
outbreaks)

Deferral consistent with the epidemiological situation
(These deferrals should be notified by the competent
authority to the European Commission with a view to
Community action)

2.4. Deferral criteria for donors of autologous donations

Serious cardiac disease Depending on the clinical setting of the blood collec-
tion

Persons with or with a history of
— hepatitis B, except for HBsAg-negative persons who

are demonstrated to be immune
— hepatitis C
— HIV-1/2
— HTLV I/II

Member States may, however, establish specific provi-
sions for autologous donations by such persons

Active bacterial infection
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ANNEX IV

STORAGE, TRANSPORT AND DISTRIBUTION CONDITIONS FOR BLOOD AND BLOOD COMPONENTS

(as referred to in Article 5)

1. STORAGE

1.1. Liquid storage

Component Temperature of storage Maximum storage time

Red cell preparations and whole
blood (if used for transfusion as
whole blood)

+ 2 to + 6 °C 28 to 49 days according to the processes
used for collection, processing and storage

Platelet preparations + 20 to + 24 °C 5 days; may be stored for 7 days in
conjunction with detection or reduction of
bacterial contamination

Granulocytes + 20 to + 24 °C 24 hours

1.2. Cryopreservation

Component Storage conditions and duration

Red blood cells Up to 30 years according to processes used for collection, processing and storage

Platelets Up to 24 months according to processes used for collection, processing and storage

Plasma and cryoprecipitate Up to 36 months according to processes used for collection, processing and storage

Cryopreserved red blood cells and platelets must be formulated in a suitable medium after thawing. The allow-
able storage period after thawing to depend on the method used.

2. TRANSPORT AND DISTRIBUTION

Transport and distribution of blood and blood components at all stages of the transfusion chain must be under
conditions that maintain the integrity of the product.

3. ADDITIONAL REQUIREMENTS FOR AUTOLOGOUS DONATIONS

3.1. Autologous blood and blood components must be clearly identified as such and stored, transported and distributed
separately from allogeneic blood and blood components.

3.2. Autologous blood and blood components must be labelled as required by Directive 2002/98/EC and in addition
the label must include the identification of the donor and the warning ‘FOR AUTOLOGOUS TRANSFUSION
ONLY’.
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ANNEX V

QUALITY AND SAFETY REQUIREMENTS FOR BLOOD AND BLOOD COMPONENTS

(as referred to in Article 6)

1. THE BLOOD COMPONENTS

1. Red cell preparations The components listed in points 1.1 to 1.8 may be further processed within blood
establishments and must be labelled accordingly

1.1 Red cells

1.2 Red cells, buffy coat removed

1.3 Red cells, leucocyte-depleted

1.4 Red cells, in additive solution

1.5 Red cells, buffy coat removed, in additive solution

1.6 Red cells, leucocyte-depleted, in additive solution

1.7 Red cells, apheresis

1.8 Whole blood

2. Platelet preparations The components listed in points 2.1 to 2.6 may be further processed within blood
establishments and must be labelled accordingly

2.1 Platelets, apheresis

2.2 Platelets, apheresis, leucocyte-depleted

2.3 Platelets, recovered, pooled

2.4 Platelets, recovered, pooled, leucocyte-depleted

2.5 Platelets, recovered, single unit

2.6 Platelets, recovered, single unit, leucocyte-depleted

3. Plasma preparations The components listed in 3.1 to 3.3 may be further processed within blood estab-
lishments and must be labelled accordingly.

3.1 Fresh-frozen plasma

3.2 Fresh-frozen plasma, cryoprecipitate-depleted

3.3 Cryoprecipitate

4. Granulocytes, apheresis

5. New components Quality and safety requirements for new blood components must be regulated by
the competent national authority. Such new components must be notified to the
European Commission with a view to Community action

2. QUALITY CONTROL REQUIREMENTS FOR BLOOD AND BLOOD COMPONENTS

2.1. Blood and blood components must comply with the following technical quality measurements and meet the accep-
table results.

2.2. Appropriate bacteriological control of the collection and manufacturing process must be performed.

2.3. Member States must take all necessary measures to ensure that all imports of blood and blood components from
third countries, including those used as starting material/raw material for the manufacture of medicinal products
derived from human blood or human plasma, shall meet equivalent standards of quality and safety to the ones laid
down in this Directive.
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2.4. For autologous donations, the measures marked with an asterisk (*) are recommendations only.

Component

Quality measurements
required

The required frequency of
sampling for all measurements

shall be determined using statis-
tical process control

Acceptable results for quality measurements

Red cells Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 45 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Red cells, buffy coat
removed

Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 43 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Red cells, leucocyte-
depleted

Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 40 g per unit

Leucocyte content Less than 1 × 106 per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Red cells, in additive
solution

Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 45 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Red cells, buffy coat
removed, in additive
solution

Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 43 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Red cells, leucocyte-
depleted, in additive
solution

Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 40 g per unit

Leucocyte content Less than 1 × 106 per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life
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Component

Quality measurements
required

The required frequency of
sampling for all measurements

shall be determined using statis-
tical process control

Acceptable results for quality measurements

Red cells, apheresis Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis

Haemoglobin (*) Not less than 40 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Whole blood Volume Valid for storage characteristics to maintain product
within specifications for haemoglobin and haemolysis
450 ml +/- 50ml
For paediatric autologous whole blood collections — not
to exceed 10,5 ml per kg body weight

Haemoglobin (*) Not less than 45 g per unit

Haemolysis Less than 0,8 % of red cell mass at the end of the shelf
life

Platelets, apheresis Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per single donation are
permitted within limits that comply with validated
preparation and preservation conditions

pH 6,4 – 7,4 corrected for 22 °C, at the end of the shelf life

Platelets, apheresis,
leucocyte-depleted

Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per single donation are
permitted within limits that comply with validated
preparation and preservation conditions

Leucocyte content Less than 1 × 106 per unit

pH 6,4 – 7,4 corrected for 22 °C, at the end of the shelf life

Platelets, recovered,
pooled

Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per pool are permitted
within limits that comply with validated preparation and
preservation conditions

Leucocyte content Less than 0,2 × 109 per single unit (platelet-rich plasma
method)
Less than 0,05 × 109 per single unit (buffy coat method)

pH 6,4 – 7,4 corrected for 22 °C, at the end of the shelf life
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Component

Quality measurements
required

The required frequency of
sampling for all measurements

shall be determined using statis-
tical process control

Acceptable results for quality measurements

Platelets, recovered,
pooled, leucocyte-
depleted

Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per pool are permitted
within limits that comply with validated preparation and
preservation conditions

Leucocyte content Less than 1 × 106 per pool

pH 6,4 – 7,4 corrected for 22 °C, at the end of the shelf life

Platelets, recovered,
single unit

Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per single unit are permitted
within limits that comply with validated preparation and
preservation conditions

Leucocyte content Less than 0,2 × 109 per single unit (platelet-rich plasma
method)
Less than 0,05 × 109 per single unit (buffy coat method)

pH 6,4 – 7,4 corrected for 22 °C, at the end of the shelf life

Platelets, recovered,
single unit, leucocyte-
depleted

Volume Valid for storage characteristics to maintain product
within specifications for pH

Platelet content Variations in platelet content per single unit are permitted
within limits that comply with validated preparation and
preservation conditions

Leukocyte content Less than 1 × 106 per unit

pH 6, 4 — 7,4 corrected for 22 °C, at the end of the shelf life

Plasma, fresh-frozen Volume Stated volume +/- 10 %

Factor VIIIc (*) Average (after freezing and thawing): 70 % or more of
the value of the freshly collected plasma unit

Total protein (*) Not less than 50 g/l

Residual cellular content (*) Red cells: less than 6,0 × 109/l
Leucocytes: less than 0, 1 × 109/l
Platelets: less than 50 × 109/l

Plasma, fresh-frozen,
cryoprecipitate-depleted

Volume Stated volume: +/- 10 %

Residual cellular content (*) Red cells: less than 6,0 × 109/l
Leucocytes: less than 0,1 × 109/l
Platelets: less than 50 × 109/l

Cryoprecipitate Fibrinogen content (*) Greater than or equal to 140 mg per unit

Factor VIIIc content (*) Greater than or equal to 70 international units per unit

Granulocytes, apheresis Volume Less than 500 ml

Granulocyte content Greater than 1 × 1010 granulocytes per unit
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II

(Acts whose publication is not obligatory)

COMMISSION

COMMISSION DECISION
of 19 June 2002

pursuant to Article 14 of Council Regulation (EEC) No 4064/89 imposing fines on an undertaking
for supplying incorrect and misleading information in a notification in merger control proceedings

(Case No COMP/M.2624 — BP/Erdölchemie)

(notified under document number C(2002) 2208)

(Only the English text is authentic)

(Text with EEA relevance)

(2004/285/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to the Agreement on the European Economic
Area,

Having regard to Council Regulation (EEC) No 4064/89 of 21
December 1989 on the control of concentrations between
undertakings (1), as last amended by Regulation (EC) No 1310/
97 (2), and in particular Article 14(1)(b) thereof,

Having given the undertakings concerned the opportunity to
make known their views on the objections raised by the
Commission,

Having regard to the opinion of the Advisory Committee on
Concentrations (3),

Having regard to the final report of the Hearing Officer in this
case (3),

Whereas:

I. THE PARTIES AND THE TRANSACTION

(1) On 23 February 2001 the Commission received a notifi-
cation pursuant to Article 4 of Regulation (EEC) No
4064/89 (the Merger Regulation) from Deutsche BP AG
(Deutsche BP) of a proposed concentration in the chemi-
cals industry (case COMP/M.2345-BP/Erdölchemie), by

which it acquires within the meaning of Article 3(1)(b)
of the Merger Regulation sole control of the undertaking
Erdölchemie GmbH (EC) (4).

(2) Deutsche BP is a German subsidiary of BP plc (BP), the
holding company of a multinational oil exploration,
petroleum and petrochemical group. EC is a manufac-
turer and seller of petrochemicals with manufacturing
facilities at Cologne in Germany, which was initially
established as a joint venture jointly controlled by Bayer
AG and BP via Deutsche BP. The transaction therefore
consisted of a change from joint to sole control.

II. PROCEDURE

(3) One of the chemical products where according to the
notification the horizontal overlaps between the parties
would lead to an affected market was acrylonitrile
(ACN). The notification was declared incomplete on 21
March 2001, due to lacking information on ACN tech-
nology licensing, ACN catalyst and the ACN supply/
demand situation and trade flows world-wide. After the
parties had provided additional information regarding
Form CO sections 4, 7 and 8 for ACN technology and
catalyst and the requested information on the

30.3.2004L 91/40 Official Journal of the European UnionEN

(1) OJ L 395, 30.12.1989, p. 1; corrected version in OJ L 257,
21.9.1990, p. 13.

(2) OJ L 180, 9.7.1997, p. 1.
(3) OJ C 79, 30.3.2004. (4) OJ C 71, 3.3.2001, p. 22.



ACN market, the notification was declared complete on
22 March 2001. On 26 April 2001, the Commission
declared the concentration compatible with the common
market and the functioning of the EEA agreement
pursuant to Article 6(1)(b) of the Merger Regulation (1).

(4) It became apparent that the notification made by
Deutsche BP contained misleading and incorrect infor-
mation as regards three issues related to the product
ACN: (i) BP's agreements with ACN competitors […] (*),
(ii) BP's activities in ACN technology licensing, and (iii)
BP's activities in ACN catalyst. In its Statement of Objec-
tions of 23 November 2001, the Commission communi-
cated its preliminary view that Deutsche BP negligently
supplied incorrect and misleading information in a noti-
fication pursuant to Article 4 of the Merger Regulation,
and that a fine should be imposed on Deutsche BP in
accordance with Article 14(1)(b) and Article 14(3) of the
Merger Regulation. Deutsche BP submitted its comments
on the Statement of Objections on 7 March 2002.

III. RELEVANT FACTS

1. Information on BP's cooperation agreements
with […]* competitors

(a) The information given in the notification

(5) Under the heading ‘Cooperative agreements’, the Form
CO, which specifies the information to be provided in a
merger notification pursuant to Article 3(1) of Commis-
sion Regulation (EC) No 447/98 of 1 March 1998 on
the notifications, time limits and hearings provided for
in Council Regulation (EEC) No 4064/89 on the control
of concentrations between undertakings (2), in section
8.11 asks the following question: ‘To what extent do
cooperative agreements (horizontal or vertical) exist in
the affected markets?’. The answer submitted in the
parties notification (page 51) with regard to ACN reads
as follows:

‘The Parties are not aware of any significant cooperative
arrangements as regards acrylonitrile in the EEA.
However, at the horizontal level, various producers
sometimes exchange material geographically so as to
reduce distribution costs (for example, Erdölchemie
currently exchanges c.[…]* kt (kilotonnes) of acryloni-
trile p.a. with BP within the EEA). The only significant
vertical arrangements are the captive propylene positions
and forward integration outlined in section 7.8, above.’

(6) In section 8.12 the Form CO asks for the following
information: ‘Give details of the most important coop-
erative agreements engaged in by the parties to the

concentration in the affected markets, such as research
and development, licensing, joint production, specialisa-
tion, distribution, long-term supply and exchange of
information agreements’. The parties submitted the
following answer with regard to ACN in their notifica-
tion (p. 52):

‘Not applicable.’

(7) The parties provided no information on cooperation
agreements with competitors as regards ACN in other
sections in the Form CO. In section 6 concerning the
relevant geographical market definition (p. 19), they
stated: ‘The parties consider the appropriate geographical
market definition for acrylonitrile to be worldwide …’.

(b) Result of the investigation

(8) In reply to the general question in a letter under Article
11 of the Merger Regulation (‘Article 11 letter’) asking
for ‘the impact of the operation on the market’, a
competitor informed the Commission that BP and Ster-
ling Chemicals Inc. (Sterling), another major US
producer (BP's ACN plants are located in the United
States of America) have an ACN export joint venture,
called Anexco. On 8 March (17.49 h) the Commission
thereupon sent an e-mail to the lawyers representing BP
and Deutsche BP (BP's lawyers) stating: ‘We understand
that BP has a joint acrylonitrile export company
(Anexco) in partnership with Sterling, another major US
producer. This is, to my understanding, not mentioned
in the Form CO. Please supply all relevant information
as to this company, the impact of Sterling on the market
and all other elements that may have an influence on
the Commission's assessment as to the consequences of
the merger.’

(9) The existence of that joint venture with Sterling was
confirmed by BP's lawyers in a fax dated 12 March
2001. It was specified that this joint venture sells BP and
Sterling ACN in regions outside North America and
Europe and therefore is not active in Europe. However,
it was stated that BP also has a non-exclusive distribution
agreement with Sterling, by which BP sells up to […]* kt
per annum of ACN to Europe and Turkey. In its submis-
sion, BP's lawyers referred to the fact that this had been
previously brought to the Commission's attention. The
agreements with Sterling had been notified to the
Commission under the antitrust-provisions according to
Form A/B in April 1998 (case IV/E-2/37.035-BP-Ster-
ling). The Commission issued a negative clearance type
comfort letter on 1 June 1999.
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(10) In a telephone conference on 15 March, the Commission
asked BP's lawyers to provide information on any links
with other […]* suppliers. In their written reply to that
question of March 16, BP's lawyers indicated (p. 6) that
BP:

‘has no joint venture and/or distribution agreements
with any [other producer]*, with exception of the links
with Sterling set out in BP's fax of March 12. […]
However, BP does [have an arrangement with another
producer affecting exports to Europe]*’

(11) By telephone and e-mail (16.56 h) on 19 March, the
Commission requested further information about the
quantities involved and the duration of the arrangement
with […]*. In the reply to those questions dated 19
March, BP's lawyers indicated that [details of the arrange-
ment which limit the producer's ability to independently
export ACN to Europe]*

(12) According to the [arrangement, …]*.

(13) The potential of […]* producers to supply ACN to
Europe was an important element for the assessment of
BP's competitive position on the market for ACN. The
USA is the main exporting region for ACN due to signif-
icant excess capacity in relation to local demand. BP's
sales of ACN in Europe are entirely based on imports
from its production sites in the USA. [Sterling is one of
the largest merchant sellers in the US following the
market leader BP with a market share of around 20 %
(BP: 35 %). It is therefore an important potential compe-
titor of BP for ACN sales into Europe. The agreement
significantly limits its potential to actively compete with
BP in Europe. All its material sold into Western Europe
went through the agreement, i.e. was marketed by BP,
except for some marginal sales below 5 kt which Ster-
ling marketed directly]*. The [arrangement with …]*
gives BP a large measure of control over […]* exports to
Europe. […]*

(14) In conclusion, there were two important cooperation
[arrangements]* for ACN between BP and [ACN produ-
cers]*. No reference was made to these [arrangements]*
in the Form CO.

2. Information on BP's activities as regards ACN
technology licensing

(a) Information given in the notification

(15) Section 6.1 of the Form CO requires the parties to iden-
tify each affected market, and in Sections 7 and 8
detailed information has to be provided with regard to
these markets. Section 6III(b) defines vertically affected

markets as relevant product markets where ‘one or more
of the parties to the concentration are engaged in busi-
ness activities in a product market, which is upstream or
downstream of a product market in which any other
party to the concentration is engaged, and any of their
individual or combined market shares is 25 % or more
[…]’.

(16) Section 8.9 of the Form CO requires the parties to
describe the various factors influencing market entry. In
point (d) of that section, particular information is
requested on ‘the extent to which each of the parties to
the concentration are licensees or licensors of patents,
know-how and other rights in the relevant markets.’

(17) BP's position in the licensing of ACN production tech-
nology, which has to be considered as being upstream of
ACN production activities, is not explained in the notifi-
cation, neither as an affected market nor in section 8.9
nor elsewhere. In Deutsche BP's submission under
section 8.9, technology is mentioned as one of the rele-
vant entry factors and it is indicated that:

‘the necessary technology can be readily purchased via
license from various ACN producers (e.g. Asahi, BP,
Solutia, DuPont, various Chinese licensors and others).
These licensors carry on active licensing programs and
availability of technology and intellectual property rights
do not constrain entry into ACN production.’

(b) Result of the investigation

(18) In reply to an Article 11 letter, a competitor informed
the Commission that BP was the most important seller
of technology for the production of ACN. After this
issue was raised with BP's lawyers in a telephone confer-
ence on 13 March 2001, they submitted a memo in that
regard dated 14 March 2001, stating that:

‘of total installed ACN capacity today, 85 to 90 % of the
underlying technology was originally licensed by BP.’

(19) Further submissions by BP's lawyers, including additional
Form CO sections 4, 7 and 8 as regards ACN technology
licensing, and the Commission's investigation revealed
that until 1994, BP had a monopoly in the licensing of
ACN technology. After that date, three world-scale ACN
production plants have been built by Solutia, Tae Kwang
and Formosa Plastic. Formosa obtained its technology
licence from BP. Solutia developed its own production
technology and built its plant on its own technology
without the need for third party licences. The Tae
Kwang plant is based on Solutia's technology and the
licence was obtained in 1995 from Solutia. [BP did not
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offer its technology to Tae Kwang]* In addition, an
earlier BP licence to Formosa granted on 10 June 1987
[…]* BP's licence to the South African producer Sasol
gave BP a first option to buy their exports, and BP actu-
ally marketed Sasol's exports of […]* until production at
the Sasol plant was stopped.

(20) With regard to the licensing activities of the other
companies mentioned by Deutsche BP as source of ACN
technology licences, the investigation revealed the
following: At the time of the investigation, DuPont was
not active in third party licensing, and considered any
information on that issue submitted to the Commission
in reply to an Article 11 letter as business secrets. Asahi
had so far only licensed out its technology to its joint
ventures or subsidiaries and to Sinopec (China) for three
small-scale plants, of which only one is in operation
today. In addition, Asahi's licences in China were part of
a cooperation agreement between BP and Asahi for the
joint licensing of acrylonitrile technology in China. The
‘Chinese licensors’ mentioned in the Form CO relates to
Sinopec that offers its ACN technology on its website,
but had not licensed a single plant. Sinopec is also a
joint-venture partner of BP with regard to a possible
licence for a new plant in China and has taken licences
from Asahi for three small-scale plants.

(21) Thus, the notification omitted relevant information and
did not accurately describe BP's position as regards ACN
technology licensing.

3. Information on BP's activities as regards ACN
catalyst

(22) A catalyst is an essential processing input in ACN
production as it ensures that the propylene and
ammonia feedstock materials produce ACN. Catalysts
are sold on the market and constitute a separate product
market.

(a) Information given in the notification

(23) ACN catalyst was not identified as a (vertically) affected
market within the meaning of section 6 III (b) of the
Form CO. BP's activities in ACN catalyst are not
mentioned at all in the Form CO. The only mention to
ACN catalysts in the notification is in Section 8.10
(concerning the importance of research and develop-
ment) where it is stated that:

‘R & D is not critical to entry into, or continued opera-
tion on acrylonitrile markets. In particular, there are
many suppliers of catalyst technology (eg. Nitto, Asahi,
DuPont, Solutia, etc)...’.

(b) Result of the investigation

(24) Again, in reply to a general question in an Article 11
letter, a competitor informed the Commission that BP is
a leading catalyst seller. After this issue was raised with
BP's lawyers in a telephone conference on 13 March
2001, BP's lawyers submitted in a paper dated 14 March
2001, that:

‘… catalyst for new ACN plants will typically initially be
bought from the technology licensor …. BP estimates
that at present only [55 to 65 %]* of all ACN units
worldwide … still use BP catalysts.’

(25) In their complementary sections 4, 7 and 8 of Form CO
on ACN catalyst which were submitted after the
Commission had declared the notification incomplete,
the parties indicate that BP accounted for [65 to 75 %]*
of the worldwide merchant market for ACN catalyst in
1997 and they estimate BP's share to be [70 to 80 %]*
in 2001. These figures had been largely confirmed by
the Commission's market investigation. As regards BP's
competitors, the investigation revealed the following:
DuPont does not offer its own type of catalyst, but is
only active in regenerating used catalysts. In the view of
customers, regenerated catalyst does not allow for the
same plant performance as new catalyst. Solutia's cata-
lyst is radioactive and according to market participants
only operates with its own technology. Asahi only
entered the merchant business at the beginning of 2001.
Until 31 December 2000, BP had the exclusive right to
sell Asahi catalyst worldwide (except for Asahi tech-
nology licensees and sales in Japan, Taiwan, Korea and
China, which required Asahi's approval). BP had rights
to all information disclosed by Asahi on catalysts during
the term of the agreement, including developments on
Asahi's new catalyst that it is now marketing alone. In
addition, BP and Asahi have an ongoing cooperation
agreement for catalyst sales in China. Sinopec has so far
sold its catalyst only in China. BP's most important
competitor is Mitsubishi (formerly called Nitto). […]*.
Only Mitsubishi and Asahi catalysts are fully compatible
with BP's technology, i.e. they can be used as a [change
out/replacement]* catalyst even if the plant initially was
installed and run based on BP catalyst.
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(26) Thus, the notification did not mention BP's position in
the catalyst market, and did not describe the market
situation properly.

IV. ASSESSMENT UNDER ARTICLE 14 OF THE MERGER
REGULATION

(27) Under Article 14(1)(b) of the Merger Regulation the
Commission may by decision impose fines from
EUR 1 000 to 50 000 where, intentionally or negli-
gently, an undertaking supplies incorrect or misleading
information in a notification pursuant to Article 4.

1. Incorrectness of the information on cooperation
agreements

(28) The possibility for competitors to export material is a
major element for the Commission to assess the geogra-
phical scope of the relevant markets as well as the
competitive impact of the transaction in the common
market. Deutsche BP submitted in the Form CO that
there were no cooperation agreements as regards ACN.
This proved to be incorrect, as BP had entered into
agreements as described in recitals 8 to 13 with […]*,
which affected their ability to export ACN to Europe
and other destinations, and to compete there with BP. In
particular as Deutsche BP argued that the relevant
geographical market for ACN was worldwide, agree-
ments in all parts of the world […]* had to be disclosed
in the notification. It therefore has to be concluded that
the information on ACN cooperation agreements
provided in the Form CO was incorrect.

2. Incorrect or at least misleading character of the
information provided on ACN licensing

(29) The possible control of upstream markets like the ACN
process technology market is an important aspect in
assessing a party's position on a relevant market. BP's
strong position in ACN licensing was not mentioned at
all in the Form CO. The parties omitted to identify ACN
technology licensing as a vertically affected market, and
to provide the respective information required in the
Form CO. The (little) information on ACN licensing gave
a distorted picture of the true facts, as it gave the
impression that BP was active with a market share below
25 % among several other competitors well established
and highly active (in section 8.9 BP refers to ‘active
licensing programs’) in the licensing market. This proved
to be incorrect or at least misleading. BP was and still is
the world-leader in ACN licensing. DuPont was not
active in ACN technology licensing. Deutsche BP

submits that it had good reason to believe that DuPont
was an active licensor, as according to an article in an
industry publication (Chemicals Week) of June 1998, a
DuPont manager announced the opening up of
DuPont's 25 speciality chemicals businesses to licensing
including, inter alia, the ACN process. From this article,
no conclusions can be drawn as regards the actual status
of DuPont's ACN licensing business at the time of the
notification. An article published two and a half years
before the notification, and in which only the ambitions
and business plans of a company are reported, cannot
support the statement in the notification that the tech-
nology was readily available from DuPont. Furthermore,
there were not ‘various Chinese licensors’ as submitted
in the notification, but only one theoretically (Sinopec),
which at the time had not granted any licence. The
failure to mention the limitation of Asahi's activities to
own plants and China and the fact that it has a coopera-
tion agreement with BP for China has to be considered
as at least misleading, as it gives the impression that
Asahi is active without any geographic restrictions and
completely independently from BP. It therefore has to be
concluded that the information provided in the Form
CO on ACN technology was incorrect or at least
misleading.

3. Incorrect or at least misleading character of the
information provided on ACN catalyst

(30) The catalyst market has to be considered as a market
upstream of BP's ACN production activities which is
important for the assessment of their position on that
latter market. It was not mentioned at all in the notifica-
tion that BP is active in ACN catalyst. Again, the parties
omitted to identify a vertically affected market. The
limited information given on ACN catalyst gave the
impression that BP was not active and that there were
several other competitors well established and indepen-
dently active on the catalyst market. This proved to be
incorrect or at least misleading. BP was and still is the
world-leader in ACN catalyst sales with over 70 %
market share. DuPont was not active on the market for
new catalyst. In not mentioning the former and ongoing
links between BP and Asahi, Deutsche BP omitted
important information for the assessment of Asahi's
potential as BP's competitor. The same applies to BP's
relation to Mitsubishi. In conclusion, the information
submitted in the notification on ACN catalyst has to be
considered as incorrect or at least misleading.
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4. Negligence

(31) In its reply to the Commission's Statement of Objections,
Deutsche BP takes the view that the failure to supply the
relevant information has not been negligent, or at least
that there was only a very low degree of negligence.
Deutsche BP explains the omissions in the notification as
follows: The omissions are mainly a result of internal
communication and coordination problems and are
related to the participation of several individuals from
different BP units and from outside BP at the preparation
and the drafting of the notification. The central unit
which started the drafting of the notification requested
the information according to the Form CO from the
relevant business unit, which was located in the USA.
This was done apparently without explaining to the
necessary extent the different notions and technical
terms in the Form CO, and the relevance of certain busi-
ness relations for a competition assessment under the
Merger Regulation.

(32) Consequently, according to Deutsche BP, the agreement
with the US producer Sterling and […]* were not
mentioned because initially the parties intended to
propose a Europe-wide market definition for ACN, and
relations with […]* producers [in other geographical
regions]* therefore had not been considered relevant.
When it was decided to shift to a worldwide market defi-
nition, the section of the Form CO on agreements was
not amended accordingly.

(33) As regards ACN technology and catalyst, Deutsche BP
submits that the product experts preparing the Form CO
did not consider these activities as ‘products up- or
downstream’ of ACN in the sense of the Form CO. Busi-
ness people tend to interpret this term as input raw
materials (such as propylene and ammonia in the case of
ACN), rather than technology. According to Deutsche
BP, these initial misunderstandings remained undiscov-
ered during the whole drafting process.

(34) Deutsche BP finally submits that the organisation put in
place by BP (i.e. gathering information by sending the
precise wording of the relevant sections of the Form CO
to the respective business units in good time, appointing
specialist external counsel and making every effort to
follow the Commission/ECLF Best Practice Guidelines (1))
was reasonable and generally should have been sufficient
to avoid any shortcomings in the preparation of the
notification. Deutsche BP thus takes the view that the
incompleteness is not due to an organisational negli-
gence, but to an exceptional set of unfortunate circum-
stances in an isolated case.

(35) There are no indications that Deutsche BP acted inten-
tionally. However, the Commission takes the view that
the provision of the incorrect and misleading informa-
tion was committed negligently. As regards the coopera-
tion agreements, the questions in the Form CO are clear
and precise. Deutsche BP must have been aware that

these agreements form an important element in the
assessment of the parties' position and the independence
of their competitors. The availability of imports and the
ability of outside competitors to put products on the
market in Europe independently is an important element
of the assessment, which must have been evident for
Deutsche BP. The relevance of the missing information
is independent of the geographical market definition
finally applied. The relevant questions in section 8 of the
Form CO do not contain any geographical limitation,
and answers to this section should cover all parts of the
world, in particular if the parties defend a world-wide
market definition. Links between competitors are a rele-
vant element of the competitive analysis on a Europe-
wide as well as on an worldwide market. Therefore,
Deutsche BP's argument that the omission resulted from
the fact that in the course of preparing the notification,
they changed their market definition for ACN from
Europe-wide to worldwide, but accidentally failed to
adjust section 8 of Form CO accordingly, is not such as
to eliminate the negligent character of the omission.

(36) The fact that the agreement with Sterling had been noti-
fied to the Commission previously under Article 81 of
the Treaty according to Form A/B supports the Commis-
sion's conclusion that Deutsche BP had no intention to
hide any information from the Commission. However, it
does not establish that there was no negligence. The
Form CO requires the parties to submit a complete and
comprehensive set of information including all aspects
relevant for the assessment of the concentration. The
fact that some information might have been brought to
the attention of the Commission in another procedure
or framework does not reduce the obligation of the
parties to complete all chapters of the Form CO in full.
Moreover, the parties did not even include a reference to
the former procedure in the notification.

(37) As regards ACN technology and catalyst, the definition
of a vertically affected market is clearly laid out in
section 6 III (b) of the Form CO. The submission of the
parties that their business units involved did not
consider technology licensing and catalyst as a ‘product
market’ in the sense of section 6 of the Form CO, but
only considered chemicals up- or downstream of ACN,
is only of limited relevance and does not establish that
there was no negligence. It is well established in the
Commission's case law that technology licensing can
constitute a distinct product market. In particular, in the
Dow Chemical/Union Carbide case (2), the Commission
extensively considered the market for polyethylene tech-
nology licensing. BP was an active participant in the
Commission's investigation in that case. Although the
case concerned a different product (polyethylene), it did
not contain any indications that the approach as regards
technology licensing had to be limited to this specific
product and was not applicable to other chemicals.
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(38) The argument is even less acceptable as regards ACN
catalyst, as this is a distinct chemical product, which is
necessary as an additive for the ACN production
process. The fact that Deutsche BP was aware of the rele-
vance of technology licensing and catalyst for the
competitive assessment is also shown by the fact that it
was mentioned in the Form CO under the headings
entry barriers and relevance of R&D, although in an
incorrect or at least misleading way. Furthermore,
Deutsche BP could not have been unaware of BP's very
strong position with regard to these two markets.
Finally, it has to be mentioned that Deutsche BP is part
of a multinational company with a large record of notifi-
cations to the Commission including in the chemicals
sector, and therefore has an extensive experience in
merger review procedures and the interpretation of the
Form CO.

(39) Finally, the Commission cannot accept Deutsche BP's
argument that there was no negligence due to the sound
process and organisation of BP with regard to the
preparation of merger notifications and the unfortunate
and exceptional character of the present case. The
Commission acknowledges that so far the members of
the BP group have a satisfactory record of merger notifi-
cations. However, the present case showed that the
procedures applied by BP and Deutsche BP in the
present case, which according to BP and Deutsche BP
deviated from their usual procedures in merger notifica-
tions, failed to ensure a complete and satisfactory notifi-
cation. A complete Form CO with comprehensive infor-
mation is of crucial importance for the Commission's
merger control procedure, inter alia due to the tight legal
deadlines the Commission is required to meet in these
procedures, and the notifying parties must be aware of
this importance. The internal provisions set up within
the notifying party for the preparation of the Form CO
have to reflect this high importance of a complete notifi-
cation. Consequently, the party has to organise its
internal procedures with the highest care to ensure that
the legal duties and requirements under the Merger
Regulation are communicated to all relevant units, and
that all relevant information is identified and supplied in
the Form CO. The fact that in the present case informa-
tion was missing in three different areas revealed imper-
fections in the procedures applied by BP and Deutsche
BP in this instance, which led to submission of an
incomplete Form CO.

(40) These omissions go beyond minor errors which might
be unavoidable in view of the complexity of large multi-
national undertakings. The explanation provided by
Deutsche BP also does not establish any extraordinary
circumstances which, despite all reasonable efforts, made
it impossible to provide the missing information. There
were three distinct aspects which have not been properly
dealt with in the Form CO, and which were all of an
evident relevance and importance for the competition
assessment. This is also reflected in the fact that the

missing issues were brought to the Commission's atten-
tion immediately by third parties at a very early stage of
the investigation.

(41) In terms of the degree of negligence, it has, however, to
be taken into account that ACN was not the sole focus
of the case. The Commission acknowledges that the
present transaction affected a large number of different
chemicals which had to be discussed in the notification,
ACN being only one of them.

(42) Against this background, it has to be concluded that
Deutsche BP acted negligently in submitting the incor-
rect and misleading information, and that the negligence
was of a considerable degree.

5. Nature and gravity of the infringement

(43) Under Article 14(3) of the Merger Regulation, in setting
the amount of the fine, the Commission has to take
account of the nature and the gravity of the infringe-
ment.

(a) Nature

(44) The infringement committed by Deutsche BP took the
form of negligent failure to disclose important coopera-
tion [arrangements with Sterling and …]* and to identify
ACN technology and catalysts as affected markets, as
well as of providing misleading information on the
competitive situation on the technology and catalyst
markets and BP's position on these markets.

(b) Gravity

1. De utsc h e B P 's a r g u me nts

(45) Deutsche BP submits that the following elements should
be considered as mitigating factors: First, Deutsche BP
stresses that there was no intention to mislead, and that
at no point did Deutsche BP intentionally withhold any
information from the Commission. Deutsche BP further
submits that the omission of the information arose as a
result of a very unfortunate combination of circum-
stances, rather than as a consequence of negligent beha-
viour.

(46) Second, Deutsche BP underlines the limited competitive
impact of the omitted information. Deutsche BP argues
that in neither case did the omitted information, once
fully investigated by the Commission, prove to be signifi-
cant enough to merit a remedy. In that respect, Deutsche
BP refers to the previous cases where a fine was imposed
by the Commission for lacking information in a notifica-
tion. Deutsche BP takes the view that in all these cases
the information was either withheld intentionally or
there was a significant link between the omitted infor-
mation and the decision on the substance of the case, in
the sense that a remedy was required or the Commission
based its competition concerns on the information.
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(47) Third, Deutsche BP considers it as a mitigating factor
that it does not dispute the incompleteness of the Form
CO as submitted. It further argues that it was fully and
immediately cooperative as soon as the Commission
indicated that the information was missing. With regard
to the information on [the other arrangement ]* and the
way full details emerged, Deutsche BP refers again to the
limited impact of [it]* on the competitive assessment.

2. E v a lu a t i on

(48) The Commission takes the view that the infringement is
of considerable gravity. The notification is the basis and
the starting point of the Commission's investigation of a
merger case. It determines to a large extent the approach
of the Commission towards the case and the areas and
focal points of its investigation. Incorrect and misleading
information creates the risk that important aspects rele-
vant for the competitive assessment of the transaction
are neither investigated nor analysed by the Commission,
and its final decision consequently is based on incorrect
information. In assessing mergers, the Commission is
subject to extremely tight deadlines. In this framework it
is essential for the Commission's work that it can focus
its investigation on the relevant issues from the very
beginning of the procedure, based on comprehensive
and correct information provided in the notification.

(49) The notification in the present case was incorrect and
misleading on three separate occasions. Two of the
aspects were not brought to the Commission's attention
at all in the notification: no reference was made to the
cooperation agreements, and there was no mention at all
that BP was active in ACN catalyst. The infringements
concern three important elements in the assessment of
the case which prima facie could have led to serious
competition problems. The incorrect and misleading
information in the Form CO with regard to the ACN
market resulted in a misdirected and incomplete first
investigation by the Commission, which failed to include
these important issues. The relevant information only
came to the attention of the Commission as part of
information volunteered by third parties in the course of
the investigation conducted by the Commission, which
otherwise would not have considered these points at all.
After the notification had been declared incomplete, the
Commission had to re-launch an extensive investigation
to verify and assess the new facts subsequently disclosed
by BP, Deutsche BP and other market participants.

(50) As regards Deutsche BP's points, the Commission's views
are as follows: The absence of intention and the degree
of negligence has already been dealt with in the relevant
section above, which has to be taken into account in
adjusting the amount of a fine. The Commission agrees
that there was no intention on Deutsche BP's side, but
takes the view that Deutsche BP acted negligently in a
considerable degree.

(51) The fact that the omitted information did not form the
basis for competition concerns which resulted in a need
for remedies cannot be taken into account as a miti-
gating factor. The information requirements set out in
the Form CO, which Article 14(1)(b) of the Merger
Regulation serves to protect and enforce, do not differ-
entiate according to the likely outcome of the competi-
tion analysis. In the present context it is only relevant
that the information omitted was of importance for the
proper investigation and assessment of BP's competitive
position on the ACN market. It has to be recalled that,
inter alia, two clearly affected markets had not been iden-
tified. The fact that at the end of the Commission's
assessment, taking into account the information that
initially was missing, the transaction did not lead to
competition concerns, does not reduce the gravity of the
omission. This gravity depends on the relevance of the
information for the investigation and assessment, but
not on the final outcome of this assessment.

(52) Accordingly, the reference to the absence of competition
concerns in the Commission's final decision cannot be
taken into account as regards the way the information
on [the other arrangement]* was provided.

(53) As explained in recitals 8 to 11, even after the Commis-
sion raised the agreement with Sterling with Deutsche
BP for the first time, Deutsche BP did not disclose [the
other arrangement]* immediately. And even after the
Commission asked for further information […]*,
Deutsche BP did not provide immediately the full infor-
mation on [the other arrangement]*. Another request for
further information was necessary to discover [the full
scope of the restrictive content of this arrangement]*. In
the light of the fact that it was only after several requests
and after a total delay of 11 days (8 March to 19 March)
the full information was provided, there is no basis for
taking into account Deutsche BP's cooperation as a miti-
gating factor.

(54) As an attenuating circumstance it has to be taken into
account that Deutsche BP did not dispute the facts
discovered by the Commission and agreed that the rele-
vant information should have been included in the Form
CO.

6. Amount of the fine

(55) Accordingly, taking account of the circumstances in the
case, the Commission considers it appropriate to impose
a fine of EUR 35 000 on Deutsche BP, pursuant to
Article 14(1)(b) of the Merger Regulation. In the event of
late payment, the interests should be payable at the
interest rate applied by the European Central Bank to its
main refinancing operations on the first day of the
month in which this decision is adopted, which for June
is 3,5 % as published in the Official Journal of the European
Communities C 132 of 4 June 2002, plus 3,5 percentage
points,

30.3.2004 L 91/47Official Journal of the European UnionEN



HAS ADOPTED THIS DECISION:

Article 1

A fine of EUR 35 000 is hereby imposed on Deutsche BP AG
pursuant to Article 14(1)(b) of Regulation (EEC) No 4064/89
for having supplied incorrect and misleading information in
the notification submitted to the Commission under that Regu-
lation on 23 February 2001.

Article 2

The fine imposed in Article 1 shall be paid, within three
months of the date of notification of this Decision to the
following bank account of the European Commission:

Account No 642-0029000-95
European Commission
Banco Bilbao Vizcaya Argentaria (BBVA)
Code Swift: BBVABEBB — Code IBAN: BE 76 6420 0290
0095
Avenue des Arts, 43
B-1040 Brussels.

After expiry of that period, interest shall automatically be
payable at the interest rate applied by the European Central
Bank to its main refinancing operations on the first day of the
month in which this Decision is adopted, plus 3,5 percentage
points, that is to say 6,75 %.

Article 3

This Decision is addressed to:

Deutsche BP AG
Max-Born-Strasse 2
D-22761 Hamburg.

Done at Brussels, 19 June 2002.

For the Commission
Mario MONTI

Member of the Commission
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COMMISSION DECISION
of 23 July 2003

on research and development aid in the aviation field which Spain is planning to implement for
Gamesa

(notified under document number C(2003) 2518)

(Only the Spanish text is authentic)

(Text with EEA relevance)

(2004/286/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity, and in particular the first subparagraph of Article
88(2) thereof,

Having regard to Council Regulation (EC) No 659/1999 laying
down detailed rules for the application of Article 93 of the EC
Treaty (1), and in particular Article 7 thereof,

Having called on interested parties to submit their comments
pursuant to the abovementioned Article,

Whereas:

1. PROCEDURE

(1) By letter dated 28 June 2001, registered as received on 2
July 2001, the Spanish Permanent Representation noti-
fied the proposed R&D aid measure in the aviation field
for Gamesa in accordance with Article 88(3) of the EC
Treaty. Further information was provided by letters
dated 3 October 2001, registered as received on 5
October 2001, and 11 January 2002, registered as
received on 15 January 2002.

(2) The Commission had the file analysed by an indepen-
dent scientific expert. The analysis gave rise to a contract
signed on 14 December 2001.

(3) By letter dated 12 March 2002, the Commission
informed Spain that it had decided to initiate the proce-
dure provided for in Article 88(2) of the EC Treaty in
respect of the proposed aid.

(4) By letter dated 26 April 2002 (2), registered as received
on 29 April 2002, the Spanish authorities sent the
Commission their comments.

(5) The Commission's decision to initiate the procedure
(referred to below as the decision of 12 March 2002 or
decision to initiate the formal examination procedure)
was published in the Official Journal of the European
Communities on 27 April 2002. The Commission called
on interested parties to submit their comments on the
aid. No interested parties submitted comments within
the period set by the Commission.

(6) By letter dated 24 February 2003, the Commission
asked the Spanish authorities for additional information.
The Spanish authorities provided the information by
letter dated 25 March 2003, registered as received on 26
March 2003.

2. DESCRIPTION

(7) The recipient is Gamesa, which manufactures and
supplies high-tech goods, equipment and services in the
fields of aviation and renewable energy. The number of
Gamesa's employees and its turnover exceed the thresh-
olds provided for in Annex I to Commission Regulation
(EC) No 70/2001 of 12 January 2001 on the application
of Articles 87 and 88 of the EC Treaty to State aid to
small and medium-sized enterprises (3) below which an
enterprise is deemed to be an SME.

(8) Gamesa is currently taking part in a development project
for two new regional aeroplanes: the ERJ-170 and the
ERJ-190. The project was launched by the Brazilian
company Embraer. Gamesa was tasked with supplying
the rear fuselage, stabilisers and the tail fin of the two
aircraft.

(9) Accordingly, Gamesa set up an R&D project in the
Basque Country with a view to acquiring the technolo-
gies necessary for developing rear sections for commer-
cial aircraft, which will apply to the ERJ-170/190 project
and to other future programmes as well. The project is
scheduled to last four years, from 2000 to 2003.

(10) The total cost of the project is […] (*), or […].

(11) The Basque Government (regional administration) plans
to support the project by granting aid consisting of an
interest-free loan amounting to ESP 4 621 000 000, or
EUR 27 772 769,34.
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(12) According to the Spanish authorities, the project's work
programme comprises the following activities:

(a) Feasibility studies

These include the technical study on the project and
an analysis of its technical and economic viability.

(b) Industrial research

The aim is to acquire the technologies necessary to
develop the project:

— overall mechanical technologies

— leading edges: optimal design, metal/compo-
site, bird impact, icing, simulations, tests,

— pressure bulkheads: stability, compression of
semi-mounted thin rings, composite bulk-
heads,

— interchangeability of stabilisers: special equip-
ment, local milling,

— lightning impact,

— installation of systems (antennae) on stabili-
sers,

— zonal analysis: installation of actuators,

— drainage systems;

— materials, processes and production technologies

— composite and plastic materials: qualification
of new materials, plastic injection technology,
qualification of components, production of
leading edges,

— mechanical materials: use of precipitation-
hardenable steels, influence of heat treatment,

— large forged rings, production techniques,

— peen-forming,

— qualification of special cutting technologies;

— inspection, maintenance and repair technologies

— structural reliability techniques,

— corrosion prevention: galvanic corrosion,
new compound inhibitors, portable
anodising,

— composite repair,

— repair of bearing housings,

— advanced inspection methods;

— project technologies

— information technologies

— simulation and modelling,

— diagonal voltage,

— electronic control system (fly-by-wire),

— calculation methodologies;

(c) Precompetitive development activities

This concerns the technical activities necessary for
the delivery design, development, integration,
testing, certification and operational support for the
vertical and horizontal stabilisers and rear fuselage of
the ERJ-170/190 aircraft.

In particular, this includes work on:

— basic geometry: basic structural outline,

— definition of standards: production processes
must be approved,

— costs: calculation of internal and external costs in
order to avoid gaps,

— design: definition, determination of product
structure, detailed structural design, system
installation design, digital models, test documents
for structural interfaces and systems, definition
and design of ground support equipment, etc.,

— structures engineering: calculations and structural
analysis (static, fatigue, damage tolerance), etc.,

— systems engineering: systems integration support,
analysis of distribution of ice masses, analysis of
lightning protection, zonal analysis (engine
turbine failure, bird impact), etc.,

— certification tests: development of tests with a
view to obtaining certification from the relevant
authorities,

— maintenance studies: development of mainte-
nance programmes (general accessibility, use of
standard components, interchangeability, design
techniques for preventing and isolating cracks,
etc.),

— development and design of equipment: develop-
ment of specific assembly tools, design of calibra-
tion tools,

— definition of production methods.

3. GROUNDS FOR INITIATING THE PROCEDURE

(13) In its decision of 12 March 2002, the Commission
expressed a series of doubts on the following aspects of
the proposed aid:

— the classification of work in accordance with the
stages of research defined in Annex I to the Com-
munity framework for State aid for research and
development (1) (the R&D framework) and, in par-
ticular, the R&D nature of the certification work and
maintenance studies,
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— the incentive effect of the aid within the meaning of
point 6 of the R&D framework, since the data
submitted by the Spanish authorities, pointing to an
increase in the company's R&D staff and budget,
were difficult to interpret as having an incentive
effect. In addition, the Spanish authorities did not
mention the costs associated with cross-border coop-
eration or submit any data which pointed clearly to
a market failure. Lastly, the aircraft mainly concerned
by the project's results, the ERJ-170/190, had already
achieved a very significant degree of maturity, since
they were rolled out on 29 October 2001, their
maiden flight being scheduled to take place early in
2002 and their first delivery by the end of 2002,
which seemed to rule out the existence of significant
risks making funding by a non-governmental source
impossible.

4. COMMENTS FROM SPAIN

(14) The Spanish authorities consider, firstly, that the aid
intensity is well within the limits allowed under the R&D
framework, even assuming that all the activities involved
in the project had to be classified as precompetitive
development activities. The initial calculations, carried
out in April 2001, were based on the initial timetable,
which provided for payments to be made to Gamesa in
2000, 2001, 2002 and 2003 and for repayments to be
made by it between 2007 and 2013.

(15) Secondly, as regards the selective nature and the
comparative advantage conferred by the aid, the Spanish
authorities point out that the aid falls within the frame-
work of a general industrial policy set out in the Interin-
stitutional Plan for the Economic Promotion of the
Basque Country. In particular, the aid for Gamesa was
granted as part of a programme of strategic projects.
Furthermore, the Spanish authorities argue, there is no
selectivity in so far as the two aerospace groups oper-
ating in the Basque Country (Gamesa and ITP), although
operating in different subsectors, have received equiva-
lent aid proposals under the programme of strategic
projects. In addition, it is generally accepted that the
average level of government support for R&D activities
in the aerospace sector in Europe is below 50 %. The
proposed aid for Gamesa, it was argued, is thus in line
with, and indeed below, the instruments which other
European companies have at their disposal for the devel-
opment of R&D activities, and not granting the aid
would put the company in an unequal position.

(16) As far as the incentive effect of the aid is concerned, the
Spanish authorities point out that, in its framework
programme 2002-2006 for research, technological
development and demonstration activities (the sixth
framework programme) aimed at contributing to the
creation of the European Research Area, the Commis-
sion sets out to promote support for research at interna-

tional level in key priority areas of exceptional usefulness
and added value for Europe, one such area being aero-
space. More specifically, the sixth framework programme
includes amongst its research priorities that of reinfor-
cing the competitiveness of the fuselage manufacturing
industry, by reducing aircraft development costs and
aircraft operating costs, and by concentrating on inte-
grated design systems and processes, smarter production
technologies, aircraft configuration, aerodynamics, mate-
rials and structures, mechanical, electrical and hydraulic
systems, etc. According to the Spanish authorities, the
Gamesa project is an example of adjusting to these
guidelines.

(17) The Spanish authorities take the view that support for
this type of activity is necessary and that the incentive
effect is clear in the case of Gamesa, given the technolo-
gical and financial risks involved, the size of the
company and the circumstances surrounding the project.
In this respect, they argue, account should be taken of
the fact that the aerospace industry is closely tied to
research and development, which, in this type of enter-
prise, is markedly cyclical in character due to product
life, being especially intensive during the preliminary
development stages. Consequently, maintaining a stable
research structure is feasible only for large firms,
whereas, in the case of medium-sized enterprises such as
Gamesa, the objective can only be a medium-term one.

(18) The Spanish authorities point to the considerable
increase in research activity anticipated as a result of the
project, both in terms of expenditure and staff. As a
direct result of the project, thanks to the know-how,
technologies and capacities acquired by the firm, it is at
present able to present itself as a candidate for equivalent
projects carried out by other American manufacturers,
under more realistic risk conditions.

(19) With regard to the Commission's doubts as to the
unduly large fluctuation in the research budget, the
Spanish authorities explain that, in 1999, before the
start of the project, research staff consisted of 109
persons, and average expenditure was ESP 2 490
million. Following the start of the project, it is hoped
that expenditure will amount to some ESP 4 000 or
4 500 million, with research staff stabilising at around
300 persons. As pointed out by the Spanish authorities,
R&D expenditure in aerospace is cyclical, being very
substantial during the preliminary product development
stages and falling rapidly thereafter. In the case in point,
Gamesa anticipates investing […] in four years, with
more than half of this being spent in the first year. The
firm's objective is to try to maintain a stable R&D struc-
ture at the levels attained at the end of the project by
incorporating other projects in future that would be
pursued at the same time as it, thus allowing the firm to
maintain the human capital and technological develop-
ment capacity achieved.
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(20) Furthermore, the ERJ 170/190 project, it is argued, also
involves a very substantial need for cross-border coop-
eration during the development stage. The percentage
which cross-border cooperation represents in relation to
the total costs for staff directly involved in the research
could be put at between 30 % and 50 % as regards coop-
eration within the European Union, and between 10 %
and 20 % outside the European Union, depending on
results and how the project develops.

(21) As far as market failure is concerned, the Spanish autho-
rities also point to the cyclical nature of the aerospace
market, as may be seen from the figures published by
the leading world manufacturers (Airbus, Boeing,
Bombardier and Embraer) on deliveries and orders year
on year. This trend is normally in line with the trend of
world GDP. However, airlines usually react immediately
to changes in the trend, by increasing or reducing their
orders, thus creating market failures in the aerospace
industry throughout the subcontracting chain. This
context, which means that the possible profitability of
the investments may be compromised, reinforces the
role of aid as an incentive instrument in the face of
market failures.

(22) Furthermore, according to the Spanish authorities, it is
an established fact that development cycles in aerospace
programmes have become much shorter, requiring
greater investment intensity and resulting in an increase
in risks, particularly in the case of research projects
whose development allows subsequent participation in
other aerospace programmes. Thus, the development
cycle has fallen in recent years from 10 to five years: 12
months for the conceptual design of the aircraft, eight
months for the preliminary design, 17 months for the
detailed design, 11 months to the maiden flight and 12
months to certification of the aircraft. In view of the
competitiveness of the sector, the conceptual, preli-
minary and detailed design stages have speeded up
considerably, thus increasing the inherent risks and the
investment required.

(23) The Spanish authorities thus consider that aid designed
to offset this situation has a very significant incentive
effect.

(24) As regards the question of the apparent degree of
maturity of the project, the Spanish authorities point out
that the fact that the aircraft had been rolled out and the
maiden flight had taken place was due more to a ques-
tion of product marketing than to the finalisation of the
product's development. Furthermore, the project was not
aimed solely at developing a product, but also at devel-
oping the technologies that would provide the capacity
for developing an aircraft structure applicable to
different models. According to the Spanish authorities,
the timing of a maiden flight was important in the
process of developing an aircraft, particularly in order to
determine the real aerodynamic characteristics of the
aircraft and identify certification tasks. But it was also

very important in commercial terms, since it influenced
the sales campaign, which gets under way well before
the product is ready to be manufactured. At this stage, a
large number of technical problems remain to be solved,
such as weight optimisation, emergency handling of the
aircraft, etc. The Spanish authorities also point out that,
when the decision was taken to initiate proceedings, the
ERJ 190 model had not yet carried out its maiden flight
and that it carries 108 passengers as opposed to the 70
carried by the ERJ 170, which means a 50 % increase in
the aircraft's maximum take-off weight and requires a
major redesign of the aircraft's internal structure.

(25) With regard to the Commission's doubts as to the R&D
nature of the certification work and maintenance studies,
the Spanish authorities reiterate that all the tests
included in the project are directly linked to the develop-
ment of the product and that the project does not
include any certification test that is linked to the
marketing or indeed the manufacture of products. The
Spanish authorities stress that the costs and time
involved in developing aerospace projects mean that any
stage that may affect the viability of the project should
be tackled early. This is the case with development tests,
since they anticipate and preclude any risk in future
certification tests and underpin the development of the
product itself. Such development tests serve to validate
the technologies developed by Gamesa. Such studies
may therefore be considered to form part of the same
R&D stage as the development of this technology itself
(industrial research). Of course, the tests must be
performed on similar models in terms of materials and
structural characteristics as those whose technology is to
be validated, but not necessarily on versions of the
product that are sufficiently close to the version that is
to be marketed.

(26) The Spanish authorities state that they share the
Commission's view that it is not possible to classify as
R&D activities within the meaning of the R&D guide-
lines certification activities carried out on an already
approved prototype with a view to providing legal
backing for the marketing of the prototype. However,
according to the Spanish authorities, the development of
any product involves a large number of tests, trials and
certifications which affect materials, specifications and
designs and which, depending on the results, affect the
project or require modifications to the product. The
Spanish authorities consider that these types of tests
form part of the development of a new product and are
customary in R&D projects in any sector.

(27) According to the Spanish authorities, the same applies
to maintenance studies, which must begin during the
initial design stages, since they affect the direct opera-
tional cost (DOC) resulting from the project and hence
its very viability. The DOC is the total of the various
costs involved in flight and maintenance, which include
essentially ownership costs (amortisation and
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interest on capital invested), insurance, flight costs (crew,
fuel and oil, takeoff and landing charges) and mainte-
nance costs. The total cost of maintenance is the sum of
the engine, the structure and the maintenance margins,
and the design of structures has a major influence on
questions such as the selection of materials and standar-
dised processes for the aircraft, tools, accessibility, relia-
bility, intervals between inspections, the life of the
various components, scope for replacement components,
etc. All of this means that, during the initial stages of
design, work must be carried out specifically on these
tasks so as to keep maintenance costs as low as possible,
such costs being an essential parameter in the develop-
ment of aerospace products.

(28) The Spanish authorities also state that the Commission
itself, in the sixth framework programme, included
amongst research priorities in the aerospace sector those
linked to reducing aircraft development costs. The
Spanish authorities believe it would be difficult to
explain how the same type of activity could be consid-
ered a priority for research guidelines in Europe at
general level and at the same time called into question in
this specific case.

(29) As regards the Commission's doubts as to the classifica-
tion of work in accordance with the stages of research
defined in Annex I to the R&D framework, the Spanish
authorities consider that the definitions of these stages
are sufficiently general for their application to a specific
and complex project to be able to give rise to different
points of view. The Spanish authorities believe that they
have already explained their reasons for including the
various costs in each of the stages. In their view, it
would be difficult at all events to take the view that a
project on such a scale could take place without an
industrial research stage, particularly for a firm dealing
for the first time with the technologies required for
complex structures such as those being developed in this
project.

(30) In the case in point, it was considered that […] (*) out of
a total of […] could correspond to this category of costs,
taking into account the costs incurred in acquiring new
know-how to enable Gamesa to develop structures that
it had never developed before. Specifically, the new
know-how relates to the following technologies:
mechanical technologies (leading edges, pressure hulls,
action and control systems, electrical cabling, rudders,
fins/stabilisers, rear fuselage interface), manufacturing
technologies (composite material, cutting technologies,
joining technologies), inspection, maintenance and
repair technologies (non-destructive inspections, servi-
cing plans, corrosion, repair technologies) and drafting
and certification technologies (informational, analytical
and simulation technologies, test technology).

(31) All the other research activities more directly linked to
development of the product were included in the cate-
gory precompetitive research. At all events, this was,
according to the Spanish authorities, a purely indicative
classification, since, in the aid proposal notified to the
Commission, the whole of the project was treated as
precompetitive development activities.

5. ASSESSMENT

(32) The measures planned by the Spanish authorities confer
an advantage on the recipient firm by relieving it of
some of the costs incurred through the research activ-
ities which it should in principle bear itself. This advan-
tage is also selective with respect to other Community
firms which might wish to carry out such research
projects. It could also affect intra-Community trade,
since Gamesa competes with European firms such as
GKN (United Kingdom), Hurel-Dubois (France and the
United Kingdom) and Latecoère (France). Lastly, the
interest-free loans are granted direct by the Basque
Government, and consequently the advantages must be
deemed to have been conferred by means of State
resources. The measures in question therefore constitute
State aid within the meaning of Article 87(1) of the EC
Treaty.

(33) As stated in paragraph (13) of this Decision, the
Commission has expressed doubts on this project. The
questions arising will be examined below.

With regard to the classification of certain activities
under the stage of research within the meaning of

Annex I to the R&D framework

(34) The Commission notes firstly that the Spanish authori-
ties have not provided any new information to justify
why certain activities in the research programme are
classified as industrial research within the meaning of
Annex I to the R&D framework. The Commission there-
fore considers that its doubts on this matter stand and
that it must accordingly regard all of the work as being
at most as close to the market as precompetitive devel-
opment activities.

(35) As far as the classification of the certification work is
concerned, the Commission notes that the Spanish
authorities seem to draw a distinction between some
certification work that is more directly involved in the
commercial version of the product and other certifica-
tion work that is reported to be merely preliminary
testing. The Spanish authorities share the Commission's
analysis that the certification activities do not involve
R&D within the meaning of the R&D framework as
regards the first of these categories, but not as regards
the second. The Commission recognises that,
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during the aircraft development process, some tests are
technological (but preliminary) in nature, whereas others
relate to product certification. The Commission notes,
however, that the Spanish authorities have not provided
any additional details on the specifics of the work to
which the Commission's doubts relate and on the
proportion of such work that might not be strictly certi-
fication work, but rather preliminary testing work.

(36) In the absence of further details, the Commission there-
fore considers that the certification activities covered by
the programme do not constitute research and develop-
ment activities within the meaning of the R&D frame-
work and that the costs associated with these activities
cannot therefore be included in the costs eligible for aid
under the R&D framework. Their total amount, i.e. […],
must therefore be withdrawn from the total amount of
eligible costs notified by the Spanish authorities.

(37) With regard to the classification of maintenance studies,
the Spanish authorities stated that such activities were
carried out concurrently with the conceptual design of
the aircraft. They also noted that they contributed to
reducing the development costs of the aircraft and that
research into the reduction of such costs was one of the
points in the sixth framework programme, which meant
that such activities did indeed come under the heading
of R&D. The Commission considers that the fact that
some activities are carried out partly in parallel to devel-
opment of the aircraft and use the results of such devel-
opment as input data only allows the conclusion to be
drawn that they relate to that aircraft in particular and
does not allow the conclusion to be drawn that they
form part of the research process. At all events, the
Commission notes that the activities in question are
ones which by definition relate to the final marketed
state of the product. Lastly, the Commission notes that
the fact that the sixth framework programme includes
the reduction of aircraft development costs as one of its
objectives does not in any way allow the conclusion to
be drawn that any activity aimed at reducing such costs
constitutes research. Reducing costs is one of the objec-
tives naturally pursued by any company in a competitive
situation. There can be no question of research being
involved in this area unless the reduction in costs draws
on new processes or new technological concepts, and
the Spanish authorities have not provided any precise
demonstration of this in the case in point. The Commis-
sion therefore considers that its doubts as to the R&D
nature of the certification work under the R&D frame-
work still stand.

(38) The Commission therefore considers that the mainte-
nance studies do not constitute research and develop-
ment activities within the meaning of the R&D frame-
work and that the costs associated with such activities
cannot therefore be included in the costs eligible for aid
under the R&D framework. The relevant amount, […],
must therefore be withdrawn from the total amount of
eligible costs notified by the Spanish authorities.

(39) In view of the above considerations, the total amount of
eligible costs must therefore be reduced to
ESP 8 206 000 000, i.e. EUR 49 319 053,29.

With regard to the incentive effect of the aid

(40) The Commission takes note firstly of the additional
information provided by the Spanish authorities
regarding the scope of the quantitative data in respect of
the incentive effect of the aid. The Commission considers
that this information allows it to withdraw its doubts as
to the possibility of taking these data into account in
assessing the incentive effect of the aid.

(41) Furthermore, from the qualitative point of view, the
Commission also takes note of the fact that some of the
aspects which it had considered in expressing its doubts
as to the degree of maturity of the project did not reflect
its real degree of maturity. This is the case in particular
with the roll out of the aircraft, which the Commission
notes was more in the nature of a statement to custo-
mers than a technical stage of the project.

(42) Lastly, the Commission notes that the request for aid
was made by the company to the local authorities before
the programme was launched.

(43) In view of the above considerations, the Commission
takes the view that, in this case, it can regard the aid as
having an incentive effect within the meaning of section
6 of the R&D framework.

Conclusion

(44) In view of the above considerations, the Commission
takes the view that most of the activities notified by the
Spanish authorities can receive aid that is compatible
with the conditions set out in the R&D framework. This
covers eligible costs amounting to ESP 8 206 000 000,
i.e. EUR 49 319 053,29, relating to precompetitive
development activities within the meaning of Annex I to
the R&D framework.

(45) The maximum admissible intensity of the aid is 25 %,
pursuant to point 5.5 of the R&D framework, to which
an extra five percentage points may be added pursuant
to the second paragraph of point 5.10.2 of the R&D
framework, the work being carried out in an area eligible
for regional aid under Article 87(3)(c) of the EC Treaty.

(46) The Commission therefore considers that the aid may be
authorised under the R&D framework, provided that its
gross grant equivalent does not exceed 30 % of
EUR 49 319 053,29, i.e. EUR 14 795 715,99.
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(47) The Commission notes in this respect that the gross
grant equivalent of the aid must be calculated using the
reference and discount rate published by it, plus a
premium of 400 basis points, since the loan granted by
the State does not have any security (1). For the calcula-
tion of the gross grant equivalent of the aid, the Spanish
authorities may refer to section 3 of Annex I to the
guidelines on national regional aid (2),

HAS ADOPTED THIS DECISION:

Article 1

The State aid which Spain is planning to implement for
Gamesa, consisting of an interest-free loan amounting to a total
of EUR 27 772 769,34, is compatible with the common
market within the meaning of Article 87(3)(c) of the EC Treaty,
provided that the gross grant equivalent of the aid does not
exceed EUR 14 795 715,99.

The gross grant equivalent of the aid shall be calculated using
the reference and discount rate published by the Commission,
plus a premium of 400 basis points.

Article 2

Spain shall inform the Commission, within two months of noti-
fication of this Decision, of the measures taken to comply with
Article 1 above.

Article 3

This Decision is addressed to the Kingdom of Spain.

Done at Brussels, 23 July 2003.

For the Commission
Mario MONTI

Member of the Commission
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COMMISSION DECISION
of 24 March 2004

providing for the temporary marketing of certain seed of the species Vicia faba and Glycine max
not satisfying the requirements of Council Directives 66/401/EEC or 2002/57/EC respectively

(notified under document number C(2004) 884)

(Text with EEA relevance)

(2004/287/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 66/401/EEC of 14 June
1966 on the marketing of fodder plant seed (1), and in particu-
lar Article 17(1) thereof,

Having regard to Council Directive 2002/57/EC of 13 June
2002 on the marketing of seed of oil and fibre plants (2), and in
particular Article 21(1) thereof,

Whereas:

(1) In France the quantity of available seed of field bean
(Vicia faba) and of soya bean (Glycine max) suitable to the
national climatic conditions and which satisfies the
germination capacity requirements of Directives 66/401/
EEC or 2002/57/EC respectively is insufficient and is
therefore not adequate to meet the needs of that
Member State.

(2) It is not possible to meet the demand for seed of these
species satisfactorily with seed from other Member
States or from third countries which satisfies all the
requirements laid down in Directives 66/401/EEC or
2002/57/EC respectively.

(3) Accordingly, France should be authorised to permit the
marketing of seed of these species subject to less strin-
gent requirements for a period expiring on 30 April
2004.

(4) In addition, other Member States irrespective of whether
the seed was harvested in a Member State or in a third
country covered by Council Decision 2003/17/EC of 16
December 2002 on the equivalence of field inspections
carried out in third countries on seed-producing crops
and the equivalence of seed produced in third coun-
tries (3) which are in a position to supply France with
seed of that species, should be authorised to permit the
marketing of such seed.

(5) It is appropriate that France act as coordinator in order
to ensure that the total amount of seed authorised
pursuant to this Decision does not exceed the maximum
quantity covered by this Decision.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on Seeds and Propagating Material for Agriculture,
Horticulture and Forestry,

HAS ADOPTED THIS DECISION

Article 1

The marketing in the Community of seed of field bean (Vicia
faba) which does not satisfy the minimum germination capacity
requirements laid down in Directive 66/401/EEC shall be
permitted, for a period expiring on 30 April 2004, in accord-
ance with the terms set out in the Annex to this Decision and
subject to the following conditions:

(a) the germination capacity must be at least that set out in the
Annex to this Decision;

(b) the official label must state the germination ascertained in
the official examination carried out pursuant to Article
2(1)(C)(d) of Directive 66/401/EEC;

(c) the seed must have been first placed on the market in
accordance with Article 3 of this Decision.

Article 2

The marketing in the Community of seed of soya bean (Glycine
max) which does not satisfy the minimum germination capacity
requirements laid down in Directive 2002/57/EC shall be
permitted, for a period expiring on 30 April 2004, in accord-
ance with the terms set out in the Annex to this Decision and
subject to the following conditions:

(a) the germination capacity must be at least that set out in the
Annex to this Decision;

(b) the official label must state the germination ascertained in
the official examination carried out pursuant to Article
2(1)(f) and (g) of Directive 2002/57/EC;

(c) the seed must have been first placed on the market in
accordance with Article 3 of this Decision.
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Article 3

Any seed supplier wishing to place on the market the seeds
referred to in Articles 1 and 2 shall apply for authorisation to
the Member State in which he is established or importing.

The Member State concerned shall authorise the supplier to
place that seed on the market, unless:

(a) there is sufficient evidence to doubt as to whether the
supplier is able to place on the market the amount of seed
for which he has applied for authorisation; or

(b) the total quantity authorised to be marketed pursuant to
the derogation concerned would exceed the maximum
quantity specified in the Annex.

Article 4

The Member States shall assist each other administratively in
the application of this Decision.

France shall act as coordinating Member State in respect of
Articles 1 and 2 in order to ensure that the total amount
authorised does not exceed the maximum quantity specified in
the Annex.

Any Member State receiving an application under Article 3
shall immediately notify the coordinating Member State of the
amount covered by the application. The coordinating Member
State shall immediately inform the notifying Member State as
to whether authorisation would result in the maximum quan-
tity being exceeded.

Article 5

Member States shall immediately notify the Commission and
the other Member States of the quantities in respect of which
they have granted marketing authorisation pursuant to this
Decision.

Article 6

This Decision is addressed to the Member States.

Done at Brussels, 24 March 2004.

For the Commission
David BYRNE

Member of the Commission
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ANNEX

Species Type of variety Maximum quantity
(tonnes)

Minimum germination
(% of pure seed)

Glycine max

(maturity class: medium late) Dekabig, Zen,
Sapporo, Fukui, Safrana, Nikko, Celior,
Giulietta, Paoki

2 500

75

(maturity class: medium late to late) Imari,
Mariana

700

Vicia faba Divine, Gloria, Maya, Melodie, Victoria 3 980 80



COMMISSION DECISION
of 26 March 2004

granting Australia and New Zealand temporary access to the Community reserves of foot-and-
mouth disease virus antigens

(notified under document number C(2004) 967)

(Text with EEA relevance)

(2004/288/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 2003/85/EC of 29
September 2003 on Community measures for the control of
foot-and-mouth disease repealing Directive 85/511/EEC and
Decision 89/531/EEC and 91/665/EEC and amending Directive
92/46/EEC (1), and in particular Article 83(3) thereof,

Whereas:

(1) In accordance with Council Decision 91/666/EEC of 11
December 1991 establishing Community reserves of
foot-and-mouth disease vaccines (2), stocks of antigens
for the express formulation into vaccines against foot-
and-mouth disease have been established.

(2) Pending the completion of their own arrangements for
reserves of foot-and-mouth disease virus antigens,
Australia and New Zealand have requested temporary
assistance from the Community in case emergency vacci-
nation would be introduced to control a possible foot-
and-mouth disease outbreak.

(3) The competent authorities of Australia and New Zealand
have provided information on their risk assessment and
estimates of the quantities and subtypes of antigens
required within the framework of their contingency
plans.

(4) Following the assessment of the request made by the
authorities of Australia and New Zealand and taking into
account the capacity and availability of the quantities
and subtypes of antigens stored in the Community
antigen reserves, it appears that the requested assistance
could be provided without unnecessarily compromising
the Community contingency arrangements.

(5) Australia and New Zealand should be granted temporary
access to the Community antigen reserves subject to
certain conditions.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS DECISION:

Article 1

Australia and New Zealand are granted temporary access to the
Community reserves of antigens for the formulation of vaccines
against foot-and-mouth disease under the following conditions:

1. access shall be granted until 31 December 2004, in the
form of drawing rights for each of the two countries
concerned for a maximum of 500 000 vaccine equivalent
cattle doses and in any case for both countries together not
more than 50 % of the existing stocks of each of the anti-
gens in the Community reserves;

2. depending on the specification in the written request by the
competent authorities of Australia or New Zealand, the
Commission shall immediately arrange for the urgent or
immediate formulation of the appropriate antigens and the
production, bottling, labelling and delivery of the vaccines
under the terms of existing contracts concluded between
itself and the manufacturer;

3. the Commission shall make arrangements so as to ensure
that in the event referred to in paragraph 2 the costs for the
following actions are born in appropriate proportions by
the competent authorities of Australia or New Zealand,
whoever has requested the formulation into vaccines of anti-
gens stored in the Community reserves:

(a) the transfer of antigens from the place of storage to the
establishment of the manufacturer;

(b) the formulation and production of vaccines, including
any additional testing that might prove necessary;

(c) the bottling and labelling of the vaccines and their trans-
port to the indicated place of delivery;

(d) the replacement without delay of any used quantity of
antigen by antigens of at least the same quality and
origin.
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Article 2

This Decision is addressed to the Member States.

Done at Brussels, 26 March 2004.

For the Commission
David BYRNE

Member of the Commission
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CORRIGENDA

Corrigendum to Council Decision 2004/161/EC of 10 February 2004 extending the period of application of
Decision 2000/185/EC authorising Member States to apply a reduced rate of VAT to certain labour-intensive

services in accordance with the procedure provided for in Article 28(6) of Directive 77/388/EEC

(Official Journal of the European Union L 52 of 21 February 2004)

In the title of the Decision, both on the cover and on page 62:

for: ‘Council Decision 2004/161/EC …’
read: ‘Council Decision 2004/189/EC …’.
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