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I

(Acts whose publication is obligatory)

REGULATION (EC) No 1934/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 27 October 2004

amending Regulation (EC) No 1726/2000 on development cooperation with South Africa

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 179 thereof,

Having regard to the proposal from the Commission,

Acting in accordance with the procedure laid down in Article 251
of the Treaty (1),

Whereas:

(1) Pursuant to Regulation (EC) No 1726/2000 of the Euro-
pean Parliament and of the Council of 29 June 2000 on
development cooperation with South Africa (2) the Com-
mission is to submit to the European Parliament and to the
Council a mid-term review by 31 October 2003. On the
basis of that mid-term review, certain amendments to
Regulation (EC) No 1726/2000 have been suggested.

(2) The mid-term review includes suggestions and proposals
for improving the implementation of development coop-
eration with South Africa, some of which were already
made in the Country Strategy Paper of 2002 and have been
taken into account in the 2003 to 2005 Indicative Pro-
gramme. They concern, inter alia, mainstreaming of gen-
der issues at all levels of the project cycle from planning to
implementation, streamlining of administrative proce-
dures, improving criteria for assessing project and pro-
gramme design and clarification of the conditions for
granting contributions from the European Programme for
Reconstruction and Development (EPRD) to regional
programmes.

(3) In accordance with Council Regulation (EC, Euratom)
No 2988/95 of 18 December 1995 on the protection of
the European Communities’ financial interests (3), it is pos-
sible to provide funding to the Republic of South Africa
through direct budget support. Regulation (EC)
No 1726/2000 could, however, be interpreted as exclud-
ing untargeted budget support. In addition, Council Regu-
lation (EC, Euratom) No 1605/2002 of 25 June 2002 on
the Financial Regulation applicable to the general budget
of the European Communities (4) contains in Title IV of
Part Two specific provisions for ‘External Actions’. It is,
therefore, appropriate to bring Regulation (EC)
No 1726/2000 into line with Regulation (EC, Euratom)
No 1605/2002 and with Commission Regulation (EC,
Euratom) No 2342/2002 of 23 December 2002 laying
down detailed rules for the implementation of Council
Regulation (EC, Euratom) No 1605/2002 on the Financial
Regulation applicable to the general budget of the Euro-
pean Communities (5).

(4) In view of the implementation of the EPRD, and in particu-
lar of the 2000 to 2002 Multiannual Indicative Pro-
gramme, Regulation (EC) No 1726/2000 should be
adjusted, in particular in relation to the adoption of sector-
wide programmes, funding through budget support and
the joint funding of projects and programmes in the field
of regional cooperation and integration.

(5) Regulation (EC) No 1726/2000 entered into force in 2000
and expires on 31 December 2006. However, Article 6(1)
requires triennial indicative programming to be carried
out. In order for programmes to correspond to the period
of validity of the Regulation, provision should also be
made for four-year indicative programmes.

(6) The Partnership Agreement between the members of the
African, Caribbean and Pacific group of States, of the one
part, and the European Community and its Member States,
of the other part (6), to which South Africa is a signatory,
was signed in Cotonou on 23 June 2000. Protocol 3 of
that Agreement defines South Africa’s qualified status
under the Agreement.

(1) Opinion of the European Parliament of 31 March 2004 (not yet pub-
lished in the Official Journal). Council decision of 13 September 2004.

(2) OJ L 198, 4.8.2000, p. 1.

(3) OJ L 312, 23.12.1995, p. 1.
(4) OJ L 248, 16.9.2002, p. 1.
(5) OJ L 357, 31.12.2002, p. 1.
(6) OJ L 317, 15.12.2000, p. 3
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(7) Council Decision 1999/753/EC (1) approved the provi-
sional application of the Agreement on Trade, Develop-
ment and Cooperation between the European Community
and its Member States and the Republic of South Africa.
Annex X to that Agreement stipulates that the Community
will provide assistance for the restructuring of the South
African wine and spirits sector and for the marketing and
distribution of South African wines and spirits. The two
corresponding Agreements on trade in wine and spirits
have been approved by Council Decision 2002/51/EC (2)
and by Council Decision 2002/52/EC (3) respectively. It is,
therefore, necessary to include an additional amount in the
financial reference amount provided for by Regulation (EC)
No 1726/2000.

(8) In practice, the European Development Fund Committee
has been acting in the context of Regulation (EC)
No 1726/2000 as the ‘South Africa Committee’. It is
appropriate formally to establish that Committee.

(9) Article 8(5) of Regulation (EC) No 1726/2000 requests
that the Commission consult the Committee on financing
decisions it intends to take concerning projects and pro-
grammes of a value of over EUR 5 million. For the sake of
sound financial management and rationalisation of proce-
dures, it is appropriate to raise this ceiling to EUR 8million.

(10) Regulation (EC) No 1726/2000 should, therefore, be
amended accordingly,

HAVE ADOPTED THIS REGULATION:

Article 1

Regulation (EC) No 1726/2000 is hereby amended as follows:

1. Article 2(1) is replaced by the following:

‘1. Programmes shall focus on the fight against poverty,
take into account the needs of the previously disadvantaged
communities, integrate the environmental dimension of
development and mainstream gender equality, in particular
strengthening women’s participation at all levels of policy,
programming and implementation. In all these programmes
special attention shall be paid to the strengthening of insti-
tutional capacities.’

2. In Article 2(2), the introductory phrase is replaced by the
following:

‘2. Development cooperation to be carried out pursuant
to this Regulation shall focus mainly on the areas of coop-
eration referred to in Article 8 of Protocol 3 on South Africa
to the Cotonou Agreement and in particular on:’

3. Article 4 is hereby amended as follows:

(a) paragraph 2 is amended as follows:

(i) in the first subparagraph, the introductory phrase is
replaced by the following:

‘2. Community financing may cover:’

(ii) in the first subparagraph, point (a) is replaced by the
following:

‘(a) government budget expenditure to support
reforms and policy implementation in the pri-
ority sectors identified through a policy dia-
logue, using the most appropriate instruments
including budgetary support and other specific
forms of budgetary aid;’

(iii) the second subparagraph is replaced by the
following:

‘Part of the financing may be channelled towards
targeted final beneficiaries (e.g. emerging entrepre-
neurs) in the form of risk capital or other forms of
financial participation. The European Investment
Bank may be associated with the management of
these funds, as appropriate. The resources made
available under this Regulation shall not be used in
a manner that will permit unfair competition.’

(b) the following paragraph is inserted:

‘4a. Financing of individual projects and programmes
for regional cooperation and integration shall be pro-
vided from the EPRD and/or from regional funds under
the European Development Fund (EDF).

The Commission shall strive to ensure balanced funding
from both sources at the level of the Multiannual Indica-
tive Programme, by committing to regional cooperation
and integration an indicative percentage of the EPRD
similar to the share of EDF funds dedicated to regional
cooperation and integration in the Financial Protocol to
the Cotonou Agreement.’

(1) OJ L 311, 4.12.1999, p. 1.
(2) OJ L 28, 30.1.2002, p. 3.
(3) OJ L 28, 30.1.2002, p. 112.
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4. Article 5 is deleted.

5. Article 6 is replaced by the following:

‘Article 6

Programming

1. Multiannual indicative programming shall be carried
out in the context of close contacts with the South African
Government and taking account of the results of the coordi-
nation referred to in Article 4(6) and (7). The indicative pro-
gramming process will fully respect the principle of recipient-
led programming.

2. In order to prepare for each programming exercise, in
the context of increased coordination with the Member
States, including on the spot, the Commission shall draw up
a country strategy paper in dialogue with the South African
Government. This country strategy paper shall take into
account the results of the most recent overall evaluation of
operations financed pursuant to Regulation (EC) No 2259/96
and in accordance with this Regulation and of other regular
evaluations of operations. It will be linked to a problem-
oriented analysis, and integrate cross-cutting issues such as
poverty reduction, gender equality, environment and sustain-
ability. A draft of the Multiannual Indicative Programme will
be annexed to the country strategy paper. A limited number
of sectors of cooperation based on the areas identified in
Article 2 shall be selected. For these sectors, modalities and
accompanying measures shall be set out. As far as possible,
performance indicators shall be developed in order to facili-
tate the implementation of the objectives and its evaluation
of impact. The country strategy paper and the draft Multian-
nual Indicative Programme shall be examined by the geo-
graphically determined committee competent for develop-
ment as referred to in Article 8(1), hereafter referred to as
“the Committee”. The Committee shall give its opinion in
accordance with the procedure referred to in Article 8(2).

3. The Multiannual Indicative Programme shall be nego-
tiated and signed by the Commission and the South African
Government. The final result of the negotiations shall be sent
to the Committee for information. If requested by one or
more Committee members, this document will be discussed
by the Committee.

4. The Committee shall once a year review the function-
ing, results and continued relevance of the country strategy
paper and the Multiannual Indicative Programme. If evalua-
tions or other relevant developments so indicate, the Com-
mittee may invite the Commission to negotiate with the
South African Government amendments to the Multiannual
Indicative Programme.

5. The Committee shall once a year, on the basis of a pre-
sentation by the Commission, discuss the general guidelines
for the operations to be carried out in the year ahead.’

6. Article 7(2) is deleted.

7. Article 8 is hereby amended as follows:

(a) paragraph 1 is replaced by the following:

‘1. The Commission shall be assisted by the South
Africa Committee, hereinafter referred to as “the
Committee”.’

(b) in paragraphs 5 and 6 the amount of ‘EUR 5 million’ is
replaced by ‘EUR 8 million’.

8. In Article 10(1) the amount of ‘EUR 885,5million’ is replaced
by ‘EUR 900,5 million’.

Article 2

This Regulation shall enter into force on the 20th day after its
publication in the Official Journal of the European Union.

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

Done at Strasbourg, 27 October 2004.

For the European Parliament
J. BORRELL FONTELLES
The President

For the Council
A. NICOLAI
The President
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REGULATION (EC) No 1935/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 27 October 2004

onmaterials and articles intended to come into contact with food and repealing Directives 80/590/EEC
and 89/109/EEC

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

Acting in accordance with the procedure laid down in Article 251
of the Treaty (2),

Whereas:

(1) Council Directive 89/109/EEC of 21 December 1988 on
the approximation of the laws of the Member States relat-
ing to materials and articles intended to come into contact
with foodstuffs (3) established general principles for elimi-
nating the differences between the laws of the Member
States as regards those materials and articles and provided
for the adoption of implementing directives concerning
specific groups of materials and articles (specific directives).
This approach was successful and should be continued.

(2) The specific directives adopted under
Directive 89/109/EEC in general contain provisions which
leave little room for the exercise of discretion by the Mem-
ber States in their transposition besides being subject to
frequent amendments required to adapt them rapidly to
technological progress. It should therefore be possible for
such measures to take the form of regulations or decisions.
At the same time it is appropriate to include a number of
additional subjects. Directive 89/109/EEC should therefore
be replaced.

(3) The principle underlying this Regulation is that any mate-
rial or article intended to come into contact directly or
indirectly with food must be sufficiently inert to preclude

substances from being transferred to food in quantities
large enough to endanger human health or to bring about
an unacceptable change in the composition of the food or
a deterioration in its organoleptic properties.

(4) New types of materials and articles designed to actively
maintain or improve the condition of the food (active food
contact materials and articles) are not inert by their design,
unlike traditional materials and articles intended to come
into contact with food. Other types of new materials and
articles are designed to monitor the condition of the food
(intelligent food contact materials and articles). Both these
types of materials and articles may be brought into con-
tact with food. It is therefore necessary, for reasons of clar-
ity and legal certainty, for active and intelligent food con-
tact materials and articles to be included in the scope of
this Regulation and the main requirements for their use to
be established. Further requirements should be stated in
specific measures, to include positive lists of authorised
substances and/or materials and articles, which should be
adopted as soon as possible.

(5) Active food contact materials and articles are designed to
deliberately incorporate ‘active’ components intended to be
released into the food or to absorb substances from the
food. They should be distinguished from materials and
articles which are traditionally used to release their natural
ingredients into specific types of food during the process
of their manufacture, such as wooden barrels.

(6) Active food contact materials and articles may change the
composition or the organoleptic properties of the food
only if the changes comply with the Community provi-
sions applicable to food, such as the provisions of
Directive 89/107/EEC (4) on food additives. In particular,
substances such as food additives deliberately incorporated
into certain active food contact materials and articles for
release into packaged foods or the environment surround-
ing such foods, should be authorised under the relevant
Community provisions applicable to food and also be sub-
ject to other rules which will be established in a specific
measure.

(1) OJ C 117, 30.4.2004, p. 1.
(2) Opinion of the European Parliament of 31 March 2004 (not yet pub-
lished in the Official Journal) and Council Decision of 14 October
2004.

(3) OJ L 40, 11.2.1989, p. 38. Directive as amended by Regulation (EC)
No 1882/2003 of the European Parliament and of the Council
(OJ L 284, 31.10.2003, p. 1).

(4) Council Directive 89/107/EEC of 21 December 1988 on the approxi-
mation of the laws of the Member States concerning food additives
authorised for use in foodstuffs intended for human consumption
(OJ L 40, 11.2.1989, p. 27). Directive as last amended by Regula-
tion (EC) No 1882/2003.
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In addition, adequate labelling or information should sup-
port users in the safe and correct use of active materials
and articles in compliance with the food legislation, includ-
ing the provisions on food labelling.

(7) Active and intelligent food contact materials and articles
should not change the composition or the organoleptic
properties of food or give information about the condition
of the food that could mislead consumers. For example,
active food contact materials and articles should not release
or absorb substances such as aldehydes or amines in order
to mask an incipient spoilage of the food. Such changes
which could manipulate signs of spoilage could mislead
the consumer and they should therefore not be allowed.
Similarly, active food contact materials and articles which
produce colour changes to the food that give the wrong
information concerning the condition of the food could
mislead the consumer and therefore should not be allowed
either.

(8) Any material or article intended to come into contact with
food which is placed on the market should comply with
the requirements of this Regulation. Nevertheless, materi-
als and articles supplied as antiques should be excluded as
they are available in restricted quantities and their contact
with food is therefore limited.

(9) Covering or coating materials forming part of the food and
possibly being consumed with it should not fall within the
scope of this Regulation. On the other hand, this Regula-
tion should apply to covering or coating materials which
cover cheese rinds, prepared meat products or fruit but
which do not form part of food and are not intended to be
consumed together with such food.

(10) It is necessary to lay down various types of restrictions and
conditions for the use of the materials and articles covered
by this Regulation and the substances used in their manu-
facture. It is appropriate to establish those restrictions and
conditions in specific measures having regard to the tech-
nological characteristics specific to each group of materi-
als and articles.

(11) Pursuant to Regulation (EC) No 178/2002 of the Euro-
pean Parliament and of the Council of 28 January 2002
laying down the general principles and requirements of
food law, establishing the European Food Safety Authority
and laying down procedures in matters of food safety (1),
the European Food Safety Authority (the Authority) should
be consulted before provisions liable to affect public health
are adopted under specific measures.

(12) When specific measures include a list of substances autho-
rised within the Community for use in the manufacture of
materials and articles intended to come into contact with
food, those substances should undergo a safety assessment
prior to their authorisation. The safety assessment and
authorisation of those substances should be without preju-
dice to the relevant requirements of the Community legis-
lation concerning the registration, evaluation, authorisa-
tion and restriction of chemicals.

(13) Differences between national laws, regulations and admin-
istrative provisions concerning the safety assessment and
authorisation of substances used in the manufacture of
materials and articles intended to come into contact with
food may hinder the free movement of those materials and
articles, creating conditions of unequal and unfair compe-
tition. An authorisation procedure should therefore be
established at Community level. In order to ensure harmo-
nised safety assessment of those substances, the Authority
should carry out such assessments.

(14) The safety assessment of substances should be followed by
a risk management decision as to whether those substances
should be entered on a Community list of authorised
substances.

(15) It is appropriate to provide for the possibility of an admin-
istrative review of specific acts or omissions on the part of
the Authority under this Regulation. This review should
be without prejudice to the role of the Authority as an
independent scientific point of reference in risk assessment.

(16) Labelling supports users in the correct use of the materials
and articles. Methods used for such labelling may vary
according to the user.

(17) Commission Directive 80/590/EEC (2) introduced a sym-
bol that may accompany materials and articles intended to
come into contact with foodstuffs. This symbol should, for
reasons of simplicity, be incorporated in this Regulation.

(18) The traceability of materials and articles intended to come
into contact with food should be ensured at all stages in
order to facilitate control, the recall of defective products,
consumer information and the attribution of responsibil-
ity. Business operators should at least be able to identify
the businesses from which, and to which, the materials and
articles are supplied.

(1) OJ L 31, 1.2.2002, p. 1. Regulation as amended by Regulation (EC) No
1642/2003 (OJ L 245, 29.9.2003, p. 4).

(2) Commission Directive 80/590/EEC of 9 June 1980 determining the
symbol that may accompany materials and articles intended to come
into contact with foodstuffs (OJ L 151, 19.6.1980, p. 21). Directive as
last amended by the 2003 Act of Accession
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(19) In the control of the compliance of the materials and
articles with this Regulation, it is appropriate to take into
account the special needs of developing countries, and
in particular of the least developed countries. The Commis-
sion has been committed by Regulation (EC) No 882/2004
of the European Parliament and of the Council of
29 April 2004 on official controls performed to ensure the
verification of compliance with feed and food law, animal
health and animal welfare rules (1) to support develop-
ing countries with regard to food safety, including the
safety of the materials and articles in contact with food.
Special provisions have therefore been established in that
Regulation which should be applicable also to the food
contact materials and articles.

(20) It is necessary to establish procedures for the adoption of
safeguard measures in situations where a material or article
is likely to constitute a serious risk to human health.

(21) Regulation (EC) No 1049/2001 of the European Parlia-
ment and of the Council of 30 May 2001 regarding public
access to European Parliament, Council and Commis-
sion documents (2) applies to documents held by the
Authority.

(22) It is appropriate to protect the investment made by inno-
vators in gathering the information and data supporting an
application made under this Regulation. In order to avoid
unnecessary repetition of studies and in particular animal
testing, however, sharing of data should be permitted pro-
vided there is agreement between the interested parties.

(23) Community and national reference laboratories should be
designated to contribute to a high quality and uniformity
of analytical results. This objective will be achieved within
the framework of Regulation (EC) No 882/2004.

(24) The use of recycled materials and articles should be
favoured in the Community for environmental reasons,
provided that strict requirements are established to ensure
food safety and consumer protection. Such requirements
should be established taking also into account the techno-
logical characteristics of the different groups of materials
and articles mentioned in Annex I. Priority should be given
to the harmonisation of rules on recycled plastic material
and articles as their use is increasing and national laws and

provisions are lacking or are divergent. Therefore, a draft
of a specific measure on recycled plastic materials and
articles should be made available to the public as soon as
possible in order to clarify the legal situation in the
Community.

(25) The measures necessary for the implementation of this
Regulation and amendments to Annexes I and II hereto
should be adopted in accordance with Council
Decision 1999/468/EC of 28 June 1999 laying down the
procedures for the exercise of implementing powers con-
ferred on the Commission (3).

(26) Member States should lay down rules on sanctions appli-
cable to infringements of the provisions of this Regulation
and ensure that they are implemented. Such sanctions
must be effective, proportionate and dissuasive.

(27) It is necessary for business operators to have sufficient time
to adapt to some of the requirements established by this
Regulation.

(28) Since the objectives of this Regulation cannot be suffi-
ciently achieved by the Member States because of the dif-
ferences between the national laws and provisions and can
therefore be better achieved at Community level, the Com-
munity may adopt measures, in accordance with the prin-
ciple of subsidiarity as set out in Article 5 of the Treaty. In
accordance with the principle of proportionality, as set out
in that Article, this Regulation does not go beyond what is
necessary in order to achieve those objectives.

(29) Directives 80/590/EEC and 89/109/EEC should therefore
be repealed,

HAVE ADOPTED THIS REGULATION:

Article 1

Purpose and subject matter

1. The purpose of this Regulation is to ensure the effective
functioning of the internal market in relation to the placing on the
market in the Community of materials and articles intended to
come into contact directly or indirectly with food, whilst provid-
ing the basis for securing a high level of protection of human
health and the interests of consumers.

(1) OJ L 165, 30.4.2004, p. 1. Regulation as corrected in OJ L 191,
28.5.2004, p. 1.

(2) OJ L 145, 31.5.2001, p. 43. (3) OJ L 184, 17.7.1999, p. 23
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2. This Regulation shall apply to materials and articles, includ-
ing active and intelligent food contact materials and articles, (here-
inafter referred to as materials and articles) which in their finished
state:

(a) are intended to be brought into contact with food;

or

(b) are already in contact with food and were intended for that
purpose;

or

(c) can reasonably be expected to be brought into contact with
food or to transfer their constituents to food under normal
or foreseeable conditions of use.

3. This Regulation shall not apply to:

(a) materials and articles which are supplied as antiques;

(b) covering or coating materials, such as the materials covering
cheese rinds, prepared meat products or fruits, which form
part of the food and may be consumed together with this
food;

(c) fixed public or private water supply equipment.

Article 2

Definitions

1. For the purposes of this Regulation, the relevant definitions
laid down in Regulation (EC) No 178/2002 shall apply, with the
exception of the definitions of ‘traceability’ and ‘placing on the
market’, which shall have the following meanings:

(a) ‘traceability’: the ability to trace and follow a material or
article through all stages of manufacture, processing and
distribution;

(b) ‘placing on the market’: the holding of materials and articles
for the purpose of sale, including offering for sale or any
other form of transfer, whether free of charge or not, and the
sale, distribution and other forms of transfer themselves.

2. The following definitions shall also apply:

(a) ‘active food contact materials and articles’ (hereinafter
referred to as active materials and articles) means materials
and articles that are intended to extend the shelf-life or to
maintain or improve the condition of packaged food. They
are designed to deliberately incorporate components that
would release or absorb substances into or from the pack-
aged food or the environment surrounding the food;

(b) ‘intelligent food contact materials and articles’ (hereinafter
referred to as intelligent materials and articles) means mate-
rials and articles which monitor the condition of pack-
aged food or the environment surrounding the food;

(c) ‘business’ means any undertaking, whether for profit or not
and whether public or private, carrying out any of the activi-
ties related to any stage of manufacture, processing and dis-
tribution of materials and articles;

(d) ‘business operator’ means the natural or legal persons respon-
sible for ensuring that the requirements of this Regulation are
met within the business under their control.

Article 3

General requirements

1. Materials and articles, including active and intelligent mate-
rials and articles, shall be manufactured in compliance with good
manufacturing practice so that, under normal or foreseeable con-
ditions of use, they do not transfer their constituents to food in
quantities which could:

(a) endanger human health;

or

(b) bring about an unacceptable change in the composition of
the food;

or

(c) bring about a deterioration in the organoleptic characteris-
tics thereof.

2. The labelling, advertising and presentation of a material or
article shall not mislead the consumers.

Article 4

Special requirements for active and intelligent materials
and articles

1. In the application of Article 3(1)(b) and 3(1)(c), active mate-
rials and articles may bring about changes in the composition or
organoleptic characteristics of food on condition that the changes
comply with the Community provisions applicable to food, such
as the provisions of Directive 89/107/EEC on food additives and
related implementing measures, or, if no Community provisions
exist, with the national provisions applicable to food.
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2. Pending the adoption of additional rules in a specific mea-
sure on active and intelligent materials and articles, substances
deliberately incorporated into active materials and articles to be
released into the food or the environment surrounding the food
shall be authorised and used in accordance with the relevant
Community provisions applicable to food, and shall comply with
the provisions of this Regulation and its implementing measures.

These substances shall be considered as ingredients within the
meaning of Article 6(4)(a) of Directive 2000/13/EC (1).

3. Active materials and articles shall not bring about changes
in the composition or organoleptic characteristics of food, for
instance by masking the spoilage of food, which could mislead
consumers.

4. Intelligent materials and articles shall not give information
about the condition of the food which could mislead consumers.

5. Active and intelligent materials and articles already brought
into contact with food shall be adequately labelled to allow iden-
tification by the consumer of non-edible parts.

6. Active and intelligent materials and articles shall be
adequately labelled to indicate that the materials or articles are
active and/or intelligent.

Article 5

Specific measures for groups of materials and articles

1. For the groups of materials and articles listed in Annex I
and, where appropriate, combinations of those materials and
articles or recycled materials and articles used in the manufacture
of those materials and articles, specific measures may be adopted
or amended in accordance with the procedure referred to in
Article 23(2).

Those specific measures may include:

(a) a list of substances authorised for use in the manufacturing
of materials and articles;

(b) list(s) of authorised substances incorporated in active or intel-
ligent food contact materials and articles, or list(s) of active
or intelligent materials and articles and, when necessary, spe-
cial conditions of use for these substances and/or the mate-
rials and articles in which they are incorporated;

(c) purity standards for substances referred to in (a);

(d) special conditions of use for substances referred to in (a)
and/or the materials and articles in which they are used;

(e) specific limits on the migration of certain constituents or
groups of constituents into or on to food, taking due account
of other possible sources of exposure to those constituents;

(f) an overall limit on the migration of constituents into or on
to food;

(g) provisions aimed at protecting human health against hazards
arising from oral contact with materials and articles;

(h) other rules to ensure compliance with Articles 3 and 4;

(i) basic rules for checking compliance with points (a) to (h);

(j) rules concerning the collection of samples and the methods
of analysis to check compliance with points (a) to (h);

(k) specific provisions for ensuring the traceability of materials
and articles including provisions regarding the duration for
retention of records or provisions to allow, if necessary, for
derogations from the requirements of Article 17;

(l) additional provisions of labelling for active and intelligent
materials and articles;

(m) provisions requiring the Commission to establish and main-
tain a publicly available Community Register (Register) of
authorised substances, processes, or materials or articles;

(1) Directive 2000/13/EC of the European Parliament and of the Council
of 20 March 2000 on the approximation of the laws of the Mem-
ber States relating to the labelling, presentation and advertising of
foodstuffs (OJ L 109, 6.5.2000, p. 29). Directive as last amended by
Directive 2003/89/EC (OJ L 308, 25.11.2003, p. 15).
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(n) specific procedural rules adapting, as necessary, the proce-
dure referred to in Articles 8 to 12, or making it appropriate
for the authorisation of certain types of materials and articles
and/or processes used in their manufacture, including,
where necessary, a procedure for an individual authorisation
of a substance, process, or material or article through a deci-
sion addressed to an applicant.

2. Existing specific directives on materials and articles shall be
amended in accordance with the procedure laid down in
Article 23(2).

Article 6

National specific measures

In the absence of specific measures referred to in Article 5, this
Regulation shall not prevent Member States from maintaining or
adopting national provisions provided they comply with the rules
of the Treaty.

Article 7

Role of the European Food Safety Authority

Provisions liable to affect public health shall be adopted after con-
sulting the European Food Safety Authority, hereinafter referred
to as ‘the Authority’.

Article 8

General requirements for the authorisation of substances

1. When a list of substances as referred to in points (a) and (b)
of the second subparagraph of Article 5(1) is adopted, anyone
seeking an authorisation for a substance not yet included in that
list shall submit an application in accordance with Article 9(1).

2. No substance shall be authorised unless it has been
adequately and sufficiently demonstrated that, when used under
the conditions to be set in the specific measures, the final mate-
rial or article satisfies the requirements of Article 3 and, where
they apply, Article 4.

Article 9

Application for authorisation of a new substance

1. To obtain the authorisation referred to in Article 8(1), the
following procedure shall apply:

(a) an application shall be submitted to the competent authority
of a Member State accompanied by the following:

(i) the name and address of the applicant;

(ii) a technical dossier containing the information specified
in the guidelines for the safety assessment of a substance
to be published by the Authority;

(iii) a summary of the technical dossier;

(b) the competent authority referred to in (a) shall:

(i) acknowledge receipt of the application in writing to the
applicant within 14 days of its receipt. The acknowl-
edgement shall state the date of receipt of the
application;

(ii) inform the Authority without delay;

and

(iii) make the application and any supplementary informa-
tion supplied by the applicant available to the Authority;

(c) the Authority shall without delay inform the other Member
States and the Commission of the application and shall make
the application and any supplementary information supplied
by the applicant available to them.

2. The Authority shall publish detailed guidelines concerning
the preparation and the submission of the application (1).

Article 10

Opinion of the Authority

1. The Authority shall give an opinion within six months of
the receipt of a valid application, as to whether, under the intended
conditions of use of the material or article in which it is used, the
substance complies with the safety criteria laid down in Article 3
and, where they apply, Article 4.

The Authority may extend the said period by a maximum period
of a further six months. In such a case it shall provide an expla-
nation for the delay to the applicant, the Commission and the
Member States.

(1) Pending such publication, applicants may consult the ‘Guidelines of
the Scientific Committee on Food for the presentation of an applica-
tion for safety assessment of a substance to be used in food contact
materials prior to its authorisation’. –
http://europa.eu.int/comm/food/fs/sc/scf/out82_en.pdf.
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2. The Authority may, where appropriate, request the appli-
cant to supplement the particulars accompanying the application
within a time limit specified by the Authority. Where the Author-
ity requests supplementary information, the time limit laid down
in paragraph 1 shall be suspended until that information has been
provided. Similarly, the time limit shall be suspended for the time
allowed the applicant to prepare oral or written explanations.

3. In order to prepare its opinion, the Authority shall:

(a) verify that the information and documents submitted by the
applicant are in accordance with Article 9(1)(a), in which case
the application shall be regarded as valid, and examine
whether the substance complies with the safety criteria laid
down in Article 3 and, where they apply, Article 4;

(b) inform the applicant, the Commission and the Member States
if an application is not valid.

4. In the event of an opinion in favour of authorising the
evaluated substance, the opinion shall include:

(a) the designation of the substance including its specifications;

and

(b) where appropriate, recommendations for any conditions or
restrictions of use for the evaluated substance and/or the
material or article in which it is used;

and

(c) an assessment as to whether the analytical method proposed
is appropriate for the intended control purposes.

5. The Authority shall forward its opinion to the Commission,
the Member States and the applicant.

6. The Authority shall make its opinion public, after deletion
of any information identified as confidential, in accordance with
Article 20.

Article 11

Community authorisation

1. The Community authorisation of a substance or substances
shall take place in the form of the adoption of a specific measure.
The Commission shall, where appropriate, prepare a draft of a
specific measure, as referred to in Article 5, to authorise the sub-
stance or substances evaluated by the Authority and specify or
change the conditions of its or their use.

2. The draft specific measure shall take into account the opin-
ion of the Authority, relevant provisions of Community law and
other legitimate factors relevant to the matter under consider-
ation. Where the draft specific measure is not in accordance with
the opinion of the Authority, the Commission shall provide with-
out delay an explanation for the reasons for the differences. If the
Commission does not intend to prepare a draft specific measure
after a favourable opinion by the Authority, it shall inform the
applicant without delay and provide the applicant with an
explanation.

3. Community authorisation in the form of a specific measure,
as referred to in paragraph 1, shall be adopted in accordance with
the procedure referred to in Article 23(2).

4. After the authorisation of a substance in accordance with
this Regulation, any business operator using the authorised sub-
stance or materials or articles containing the authorised substance
shall comply with any condition or restriction attached to such
authorisation.

5. The applicant or any business operator using the authorised
substance or materials or articles containing the authorised sub-
stance shall immediately inform the Commission of any new sci-
entific or technical information, which might affect the safety
assessment of the authorised substance in relation to human
health. If necessary, the Authority shall then review the
assessment.

6. The granting of an authorisation shall not affect the general
civil and criminal liability of any business operator in respect of
the authorised substance, the material or article containing the
authorised substance, and the food that is in contact with such
material or article.

Article 12

Modification, suspension and revocation of authorisation

1. The applicant or any business operator using the authorised
substance or materials or articles containing the authorised sub-
stance may, in accordance with the procedure laid down in
Article 9(1), apply for modification of the existing authorisation.

2. The application shall be accompanied by the following:

(a) a reference to the original application;

(b) a technical dossier containing the new information in accor-
dance with the guidelines referred to in Article 9(2);

(c) a new complete summary of the technical dossier in a stan-
dardised form.
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3. On its own initiative or following a request from a Member
State or the Commission, the Authority shall evaluate whether the
opinion or the authorisation is still in accordance with this Regu-
lation, in accordance with the procedure laid down in Article 10,
where applicable. The Authority may, where necessary, consult
the applicant.

4. The Commission shall examine the opinion of the Author-
ity without delay and prepare a draft specific measure to be taken.

5. A draft specific measure modifying an authorisation shall
specify any necessary changes in the conditions of use and, if any,
in the restrictions attached to that authorisation.

6. A final specific measure on the modification, suspension or
revocation of the authorisation shall be adopted in accordance
with the procedure referred to in Article 23(2).

Article 13

Competent authorities of Member States

Each Member State shall notify to the Commission and to the
Authority the name and address, as well as a contact point, of the
national competent authority or authorities designated to be
responsible in its territory for receiving the application for autho-
risation referred to in Articles 9 to 12. The Commission shall pub-
lish the name and address of the national competent authorities
as well as the contact points notified in accordance with this
Article.

Article 14

Administrative review

Any act adopted under, or failure to exercise, the powers vested
in the Authority by this Regulation may be reviewed by the Com-
mission on its own initiative or in response to a request from a
Member State or from any person directly and individually
concerned.

To this effect a request shall be submitted to the Commission
within two months from the day on which the party concerned
became aware of the act or omission in question.

The Commission shall take a decision within two months requir-
ing, if appropriate, the Authority to undo its act or to remedy its
failure to act.

Article 15

Labelling

1. Without prejudice to the specific measures referred to in
Article 5, materials and articles, which are not yet in contact with
food when placed on the market, shall be accompanied by:

(a) the words ‘for food contact’, or a specific indication as to
their use, such as coffee machine, wine bottle, soup spoon, or
the symbol reproduced in Annex II;

and

(b) if necessary, special instructions to be observed for safe and
appropriate use;

and

(c) the name or trade name and, in either case, the address or
registered office of the manufacturer, processor, or seller
responsible for placing on the market established within the
Community;

and

(d) adequate labelling or identification to ensure traceability of
the material or article, as described in Article 17;

and

(e) in the case of active materials and articles, information on the
permitted use or uses and other relevant information such as
the name and quantity of the substances released by the active
component so as to enable food business operators who use
these materials and articles to comply with any other relevant
Community provisions or, in their absence, national provi-
sions applicable to food, including the provisions on food
labelling.

2. The information referred to in paragraph 1(a) shall not,
however, be obligatory for any articles which, because of their
characteristics, are clearly intended to come into contact with
food.

3. The information required by paragraph 1 shall be conspicu-
ous, clearly legible and indelible.

4. Retail trade in materials and articles shall be prohibited if the
information required under paragraph (1)(a), (b) and (e) is not
given in a language easily understood by purchasers.
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5. Within its own territory, the Member State in which the
material or article is marketed may, in accordance with the rules
of the Treaty, stipulate that those labelling particulars shall be
given in one or more languages which it shall determine from
among the official languages of the Community.

6. Paragraphs 4 and 5 shall not preclude the labelling particu-
lars from being indicated in several languages.

7. At the retail stage, the information required under para-
graph 1 shall be displayed on:

(a) the materials and articles or on their packaging;

or

(b) labels affixed to the materials and articles or to their
packaging;

or

(c) a notice in the immediate vicinity of the materials and articles
and clearly visible to purchasers; for the information referred
to in paragraph 1(c), however, this option shall be open only
if, for technical reasons, that information or a label bearing it
cannot be affixed to the materials and articles at either the
manufacturing or the marketing stage.

8. At the marketing stages other than the retail stage, the infor-
mation required by paragraph 1 shall be displayed on:

(a) the accompanying documents;

or

(b) the labels or packaging;

or

(c) the materials and articles themselves.

9. The information provided for in paragraph 1(a), (b) and (e)
shall be confined to materials and articles which comply with:

(a) the criteria laid down in Article 3 and, where they apply,
Article 4;

and

(b) the specific measures referred to in Article 5 or, in their
absence, with any national provisions applicable to these
materials and articles.

Article 16

Declaration of compliance

1. The specific measures referred to in Article 5 shall require
that materials and articles covered by those measures be accom-
panied by a written declaration stating that they comply with the
rules applicable to them.

Appropriate documentation shall be available to demonstrate
such compliance. That documentation shall be made available to
the competent authorities on demand.

2. In the absence of specific measures, this Regulation shall not
prevent Member States from retaining or adopting national pro-
visions for declarations of compliance for materials and articles.

Article 17

Traceability

1. The traceability of materials and articles shall be ensured at
all stages in order to facilitate control, the recall of defective prod-
ucts, consumer information and the attribution of responsibility.

2. With due regard to technological feasibility, business opera-
tors shall have in place systems and procedures to allow identifi-
cation of the businesses from which and to which materials or
articles and, where appropriate, substances or products covered
by this Regulation and its implementing measures used in their
manufacture are supplied. That information shall be made avail-
able to the competent authorities on demand.

3. The materials and articles which are placed on the market
in the Community shall be identifiable by an appropriate system
which allows their traceability by means of labelling or relevant
documentation or information.

Article 18

Safeguard measures

1. When a Member State, as a result of new information or a
reassessment of existing information has detailed grounds for
concluding that the use of a material or article endangers human
health, although it complies with the relevant specific measures,
it may temporarily suspend or restrict application of the provi-
sions in question within its territory.

It shall immediately inform the other Member States and the
Commission and give reasons for the suspension or restriction.
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2. The Commission shall examine as soon as possible, where
appropriate after obtaining an opinion from the Authority, within
the Committee referred to in Article 23(1) the grounds adduced
by the Member State referred to in paragraph 1 and shall deliver
its opinion without delay and take appropriate measures.

3. If the Commission considers that amendments to the rel-
evant specific measures are necessary in order to remedy the dif-
ficulties referred to in paragraph 1 and to ensure the protection
of human health, those amendments shall be adopted in accor-
dance with the procedure referred to in Article 23(2).

4. The Member State referred to in paragraph 1 may retain the
suspension or restriction until the amendments referred to in
paragraph 3 have been adopted or the Commission has declined
to adopt such amendments.

Article 19

Public access

1. Applications for authorisation, supplementary information
from applicants and opinions from the Authority, excluding con-
fidential information, shall be made accessible to the public in
accordance with Articles 38, 39 and 41 of Regulation (EC) No
178/2002.

2. Member States shall process applications for access to docu-
ments received under this Regulation in accordance with Article 5
of Regulation (EC) No 1049/2001.

Article 20

Confidentiality

1. The applicant may indicate which information submitted
under Articles 9(1), 10(2) and 12(2) is to be treated as confiden-
tial on the ground that its disclosure might significantly harm its
competitive position. Verifiable justification must be given in such
cases.

2. Information relating to the following shall not be consid-
ered confidential:

(a) the name and address of the applicant and the chemical name
of the substance;

(b) information of direct relevance to the assessment of the safety
of the substance;

(c) the analytical method or methods.

3. The Commission shall determine, after consultation with
the applicant, which information should be kept confidential and
shall inform the applicant and the Authority of its decision.

4. The Authority shall supply the Commission and the Mem-
ber States with all information in its possession on request.

5. The Commission, the Authority and theMember States shall
take the necessary measures to ensure appropriate confidentiality
of the information received by them under this Regulation, except
for information which must be made public if circumstances so
require in order to protect human health.

6. If an applicant withdraws or has withdrawn an application,
the Authority, the Commission and the Member States shall
respect the confidentiality of commercial and industrial informa-
tion provided, including research and development information
as well as information on which the Commission and the appli-
cant disagree as to its confidentiality.

Article 21

Sharing of existing data

Information given in an application submitted in accordance with
Articles 9(1), 10(2) and 12(2) may be used for the benefit of
another applicant, provided that the Authority considered that the
substance is the same as the one for which the original applica-
tion was submitted, including the degree of purity and the nature
of impurities, and that the other applicant has agreed with the
original applicant that such information may be used.

Article 22

Amendments to Annexes I and II

Amendments to Annexes I and II shall be adopted in accordance
with the procedure referred to in Article 23(2).

Article 23

Committee procedure

1. The Commission shall be assisted by the Standing Commit-
tee on the Food Chain and Animal Health instituted by Article
58(1) of Regulation (EC) No 178/2002.

2. Where reference is made to this paragraph, Articles 5 and 7
of Decision 1999/468/EC shall apply, having regard to the pro-
visions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC
shall be set at three months.

3. The Committee shall adopt its rules of procedure.

Article 24

Inspection and control measures

1. Member States shall carry out official controls in order to
enforce compliance with this Regulation in accordance with rel-
evant provisions of Community law relating to official food and
feed controls.
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2. Where necessary and on the request of the Commission, the
Authority shall assist in developing technical guidance on sam-
pling and testing to facilitate a coordinated approach for the
application of paragraph 1.

3. The Community reference laboratory for materials and
articles intended to come into contact with food and national ref-
erence laboratories established as laid down in Regulation (EC)
No 882/2004 shall assist Member States in the application of
paragraph 1 by contributing to a high quality and uniformity of
analytical results.

Article 25

Sanctions

Member States shall lay down the rules on sanctions applicable to
infringements of the provisions of this Regulation and shall take
all measures necessary to ensure that they are implemented. The
sanctions provided for must be effective, proportionate and dis-
suasive. Member States shall communicate the relevant provisions
to the Commission by 13 May 2005 and shall communicate to it
without delay any subsequent amendment affecting them.

Article 26

Repeals

Directives 80/590/EEC and 89/109/EEC are repealed.

References to the repealed Directives shall be construed as refer-
ences to this Regulation and shall be read in accordance with the
correlation table in Annex III.

Article 27

Transitional arrangements

Materials and articles that have been lawfully placed on the mar-
ket before 3 December 2004 may be marketed until the stocks are
exhausted.

Article 28

Entry into force

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

Article 17 shall apply from 27 October 2006.

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

Done at Strasbourg, 27 October 2004.

For the European Parliament
J. BORRELL FONTELLES
For the Council

The President
A. NICOLAI
The President
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ANNEX I

List of groups of materials and articles which may be covered by specific measures

1. Active and intelligent materials and articles

2. Adhesives

3. Ceramics

4. Cork

5. Rubbers

6. Glass

7. Ion-exchange resins

8. Metals and alloys

9. Paper and board

10. Plastics

11. Printing inks

12. Regenerated cellulose

13. Silicones

14. Textiles

15. Varnishes and coatings

16. Waxes

17. Wood
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ANNEX II

Symbol
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ANNEX III

Correlation table

Directive 89/109/EEC This Regulation

Article 1 Article 1

— Article 2

Article 2 Article 3

— Article 4

Article 3 Article 5

— Article 7

— Article 8

— Article 9

— Article 10

— Article 11

— Article 12

— Article 13

— Article 14

Article 4 —

Article 6 Article 15

— Article 16

— Article 17

Article 5 Article 18

Article 7 Article 6

— Article 19

— Article 20

— Article 21

— Article 22

Article 8 —

Article 9 Article 23

— Article 24

—

— Article 25

Article 10 Article 26

— Article 27

Article 11 —

Article 12 —

Article 13 Article 28

Annex I Annex I

Annex II —

Annex III Annex III

Directive 80/590/EEC This Regulation

Annex Annex II
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DIRECTIVE 2004/101/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 27 October 2004

amending Directive 2003/87/EC establishing a scheme for greenhouse gas emission allowance trading
within the Community, in respect of the Kyoto Protocol’s project mechanisms

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 175(1) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

After consulting the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251
of the Treaty (2),

Whereas:

(1) Directive 2003/87/EC (3) establishes a scheme for green-
house gas emission allowance trading within the Commu-
nity (the Community scheme) in order to promote reduc-
tions of greenhouse gas emissions in a cost-effective and
economically efficient manner, recognising that, in the
longer-term, global emissions of greenhouse gases will
need to be reduced by approximately 70 % compared to
1990 levels. It aims at contributing towards fulfilling the
commitments of the Community and its Member States to
reduce anthropogenic greenhouse gas emissions under the
Kyoto Protocol which was approved by Council
Decision 2002/358/EC of 25 April 2002 concerning the
approval, on behalf of the European Community, of the
Kyoto Protocol to the United Nations Framework Conven-
tion on Climate Change and the joint fulfilment of com-
mitments thereunder (4).

(2) Directive 2003/87/EC states that the recognition of credits
from project-based mechanisms for fulfilling obligations as
from 2005 will increase the cost-effectiveness of achieving
reductions of global greenhouse gas emissions and shall be
provided for by provisions for linking the Kyoto project-
based mechanisms, including joint implementation (JI) and
the clean development mechanism (CDM), with the Com-
munity scheme.

(3) Linking the Kyoto project-based mechanisms to the Com-
munity scheme, while safeguarding the latter’s environ-
mental integrity, gives the opportunity to use emission
credits generated through project activities eligible pursu-
ant to Articles 6 and 12 of the Kyoto Protocol in order to
fulfil Member States’ obligations in accordance with
Article 12(3) of Directive 2003/87/EC. As a result, this will
increase the diversity of low-cost compliance options
within the Community scheme leading to a reduction of
the overall costs of compliance with the Kyoto Protocol
while improving the liquidity of the Community market in
greenhouse gas emission allowances. By stimulating
demand for JI credits, Community companies will invest in
the development and transfer of advanced environmentally
sound technologies and know-how. The demand for CDM
credits will also be stimulated and thus developing coun-
tries hosting CDM projects will be assisted in achieving
their sustainable development goals.

(4) In addition to the use of the Kyoto project-based mecha-
nisms by the Community and its Member States, and by
companies and individuals outside the Community
scheme, those mechanisms should be linked to the Com-
munity scheme in such a way as to ensure consistency with
the United Nations Framework Convention on Climate
Change (UNFCCC) and the Kyoto Protocol and subsequent
decisions adopted thereunder as well as with the objectives
and architecture of the Community scheme and provisions
laid down by Directive 2003/87/EC.

(5) Member States may allow operators to use, in the Commu-
nity scheme, certified emission reductions (CERs)
from 2005 and emission reduction units (ERUs) from
2008. The use of CERs and ERUs by operators from 2008
may be allowed up to a percentage of the allocation to

(1) OJ C 80, 30.3.2004, p. 61.
(2) Opinion of the European Parliament of 20 April 2004 (not yet pub-
lished in the Official Journal) and Council Decision of 13 September
2004 (not yet published in the Official Journal).

(3) OJ L 275, 25.10.2003, p. 32.
(4) OJ L 130, 15.5.2002, p. 1.
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each installation, to be specified by each Member State in
its national allocation plan. The use will take place through
the issue and immediate surrender of one allowance in
exchange for one CER or ERU. An allowance issued in
exchange for a CER or ERU will correspond to that CER or
ERU.

(6) The Commission Regulation for a standardised and secured
system of registries, to be adopted pursuant to Article 19(3)
of Directive 2003/87/EC and Article 6(1) of
Decision No 280/2004/EC of the European Parliament and
of the Council of 11 February 2004 concerning a mecha-
nism for monitoring Community greenhouse gas emis-
sions and for implementing the Kyoto Protocol (1), will
provide for the relevant processes and procedures in the
registries system for the use of CERs during the period
2005 to 2007 and subsequent periods, and for the use of
ERUs during the period 2008 to 2012 and subsequent
periods.

(7) Each Member State will decide on the limit for the use of
CERs and ERUs from project activities, having due regard
to the relevant provisions of the Kyoto Protocol and the
Marrakesh Accords, to meet the requirements therein that
the use of the mechanisms should be supplemental to
domestic action. Domestic action will thus constitute a sig-
nificant element of the effort made.

(8) In accordance with the UNFCCC and the Kyoto Protocol
and subsequent decisions adopted thereunder, Member
States are to refrain from using CERs and ERUs generated
from nuclear facilities to meet their commitments pursu-
ant to Article 3(1) of the Kyoto Protocol and pursuant to
Decision 2002/358/EC.

(9) Decisions 15/CP.7 and 19/CP.7 adopted pursuant to the
UNFCCC and the Kyoto Protocol emphasise that environ-
mental integrity is to be achieved, inter alia, through sound
modalities, rules and guidelines for the mechanisms, and
through sound and strong principles and rules governing
land use, land-use change and forestry activities, and that
the issues of non-permanence, additionality, leakage,
uncertainties and socioeconomic and environmental
impacts, including impacts on biodiversity and natural
ecosystems, associated with afforestation and reforestation
project activities are to be taken into account. The Com-
mission should consider, in its review of Directive
2003/87/EC in 2006, technical provisions relating to the
temporary nature of credits and the limit of 1 % for eligi-
bility for land use, land-use change and forestry project
activities as established in Decision 17/CP.7, and also

provisions relating to the outcome of the evaluation of
potential risks associated with the use of genetically modi-
fied organisms and potentially invasive alien species in
afforestation and reforestation project activities, to allow
operators to use CERs and ERUs resulting from land use,
land use change and forestry project activities in the Com-
munity scheme from 2008, in accordance with the deci-
sions adopted pursuant to the UNFCCC or the Kyoto
Protocol.

(10) In order to avoid double counting, CERs and ERUs should
not be issued as a result of project activities undertaken
within the Community that also lead to a reduction in, or
limitation of, emissions from installations covered by
Directive 2003/87/EC, unless an equal number of allow-
ances is cancelled from the registry of the Member State of
the CERs’ or ERUs’ origin.

(11) In accordance with the relevant treaties of accession, the
acquis communautaire should be taken into account in the
establishment of baselines for project activities undertaken
in countries acceding to the Union.

(12) Any Member State that authorises private or public enti-
ties to participate in project activities remains responsible
for the fulfilment of its obligations under the UNFCCC and
the Kyoto Protocol and should therefore ensure that such
participation is consistent with the relevant guidelines,
modalities and procedures adopted pursuant to the
UNFCCC or the Kyoto Protocol.

(13) In accordance with the UNFCCC, the Kyoto Protocol and
subsequent decisions adopted for their implementation,
the Commission and the Member States should support
capacity building activities in developing countries and
countries with economies in transition in order to help
them take full advantage of JI and the CDM in a manner
that supports their sustainable development strategies. The
Commission should review and report on efforts in this
regard.

(14) Criteria and guidelines that are relevant to considering
whether hydroelectric power production projects have
negative environmental or social impacts have been iden-
tified by the World Commission on Dams in its November
2000 Report ‘Dams and Development — A New Frame-
work for Decision-Making’, by the OECD and by theWorld
Bank.(1) OJ L 49, 19.2.2004, p. 1.
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(15) Since participation in JI and CDM project activities is vol-
untary, corporate environmental and social responsibility
and accountability should be enhanced in accordance with
paragraph 17 of the Plan of implementation of the world
summit on sustainable development. In this connection,
companies should be encouraged to improve the social
and environmental performance of JI and CDM activities in
which they participate.

(16) Information on project activities in which a Member State
participates or authorises private or public entities to par-
ticipate should be made available to the public in accor-
dance with Directive 2003/4/EC of the European Parlia-
ment and of the Council of 28 January 2003 on public
access to environmental information (1).

(17) The Commission may mention impacts on the electricity
market in its reports on emission allowance trading and
the use of credits from project activities.

(18) Following entry into force of the Kyoto Protocol, the Com-
mission should examine whether it could be possible to
conclude agreements with countries listed in Annex B to
the Kyoto Protocol which have yet to ratify the Protocol,
to provide for the recognition of allowances between the
Community scheme and mandatory greenhouse gas emis-
sions trading schemes capping absolute emissions estab-
lished within those countries.

(19) Since the objective of the proposed action, namely the
establishment of a link between the Kyoto project-based
mechanisms and the Community scheme, cannot be suffi-
ciently achieved by the Member States acting individually,
and can therefore by reason of the scale and effects of this
action be better achieved at Community level, the Commu-
nity may adopt measures, in accordance with the principle
of subsidiarity as set out in Article 5 of the Treaty. In accor-
dance with the principle of proportionality, as set out in
that Article, this Directive does not go beyond what is nec-
essary in order to achieve that objective.

(20) Directive 2003/87/EC should therefore be amended
accordingly,

HAVE ADOPTED THIS DIRECTIVE:

Article 1

Amendments to Directive 2003/87/EC

Directive 2003/87/EC is hereby amended as follows:

1. In Article 3, the following points are added:

‘(k) “Annex I Party” means a Party listed in Annex I to the
United Nations Framework Convention on Climate
Change (UNFCCC) that has ratified the Kyoto Protocol as
specified in Article 1(7) of the Kyoto Protocol;

(l) “project activity” means a project activity approved by
one or more Annex I Parties in accordance with Article 6
or Article 12 of the Kyoto Protocol and the decisions
adopted pursuant to the UNFCCC or the Kyoto Protocol;

(m) “emission reduction unit” or “ERU” means a unit issued
pursuant to Article 6 of the Kyoto Protocol and the deci-
sions adopted pursuant to the UNFCCC or the
Kyoto Protocol;

(n) “certified emission reduction” or “CER” means a unit
issued pursuant to Article 12 of the Kyoto Protocol and
the decisions adopted pursuant to the UNFCCC or the
Kyoto Protocol.’

2. The following Articles are inserted after Article 11:

‘Article 11a

Use of CERs and ERUs from project activities in the
Community scheme

1. Subject to paragraph 3, during each period referred to
in Article 11(2), Member States may allow operators to use
CERs and ERUs from project activities in the Community
scheme up to a percentage of the allocation of allowances to
each installation, to be specified by each Member State in its
national allocation plan for that period. This shall take place
through the issue and immediate surrender of one allowance
by the Member State in exchange for one CER or ERU held
by the operator in the national registry of its Member State.(1) OJ L 41, 14.2.2003, p. 26.
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2. Subject to paragraph 3, during the period referred to in
Article 11(1), Member States may allow operators to use
CERs from project activities in the Community scheme. This
shall take place through the issue and immediate surrender of
one allowance by the Member State in exchange for one CER.
Member States shall cancel CERs that have been used by
operators during the period referred to in Article 11(1).

3. All CERs and ERUs that are issued and may be used in
accordance with the UNFCCC and the Kyoto Protocol and
subsequent decisions adopted thereunder may be used in the
Community scheme:

(a) except that, in recognition of the fact that, in accordance
with the UNFCCC and the Kyoto Protocol and subse-
quent decisions adopted thereunder, Member States are
to refrain from using CERs and ERUs generated from
nuclear facilities to meet their commitments pursuant to
Article 3(1) of the Kyoto Protocol and in accordance
with Decision 2002/358/EC, operators are to refrain
from using CERs and ERUs generated from such facili-
ties in the Community scheme during the period referred
to in Article 11(1) and the first five-year period referred
to in Article 11(2);

and

(b) except for CERs and ERUs from land use, land use
change and forestry activities.

Article 11b

Project activities

1. Member States shall take all necessary measures to
ensure that baselines for project activities, as defined by sub-
sequent decisions adopted under the UNFCCC or the
Kyoto Protocol, undertaken in countries having signed a
Treaty of Accession with the Union fully comply with the
acquis communautaire, including the temporary derogations
set out in that Treaty of Accession.

2. Except as provided for in paragraphs 3 and 4, Member
States hosting project activities shall ensure that no ERUs or
CERs are issued for reductions or limitations of greenhouse
gas emissions from installations falling within the scope of
this Directive.

3. Until 31 December 2012, for JI and CDM project activi-
ties which reduce or limit directly the emissions of an instal-
lation falling within the scope of this Directive, ERUs and
CERs may be issued only if an equal number of allowances is
cancelled by the operator of that installation.

4. Until 31 December 2012, for JI and CDM project activi-
ties which reduce or limit indirectly the emission level of
installations falling within the scope of this Directive, ERUs
and CERs may be issued only if an equal number of allow-
ances is cancelled from the national registry of the Member
State of the ERUs’ or CERs’ origin.

5. A Member State that authorises private or public enti-
ties to participate in project activities shall remain responsible
for the fulfilment of its obligations under the UNFCCC and
the Kyoto Protocol and shall ensure that such participation
is consistent with the relevant guidelines, modalities and pro-
cedures adopted pursuant to the UNFCCC or the
Kyoto Protocol.

6. In the case of hydroelectric power production project
activities with a generating capacity exceeding 20 MW, Mem-
ber States shall, when approving such project activities,
ensure that relevant international criteria and guidelines,
including those contained in the World Commission on
Dams November 2000 Report “Dams and Development —
A New Framework for Decision-Making”, will be respected
during the development of such project activities.

7. Provisions for the implementation of paragraphs 3 and
4, particularly in respect of the avoidance of double count-
ing, and any provisions necessary for the implementation of
paragraph 5 where the host party meets all eligibility require-
ments for JI project activities shall be adopted in accordance
with Article 23(2).’

3. Article 17 is replaced by the following:

‘Article 17

Access to information

Decisions relating to the allocation of allowances, informa-
tion on project activities in which a Member State partici-
pates or authorises private or public entities to participate,
and the reports of emissions required under the greenhouse
gas emissions permit and held by the competent authority,
shall be made available to the public in accordance with
Directive 2003/4/EC.’
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4. In Article 18 the following subparagraph is added:

‘Member States shall in particular ensure coordination
between their designated focal point for approving project
activities pursuant to Article 6 (1)(a) of the Kyoto Protocol
and their designated national authority for the implementa-
tion of Article 12 of the Kyoto Protocol respectively desig-
nated in accordance with subsequent decisions adopted
under the UNFCCC or the Kyoto Protocol.’

5. In Article 19(3) the following sentence is added:

‘That Regulation shall also include provisions concerning the
use and identification of CERs and ERUs in the Community
scheme and the monitoring of the level of such use.’

6. Article 21 is amended as follows:

(a) in paragraph 1 the second sentence is replaced by the
following:

‘This report shall pay particular attention to the arrange-
ments for the allocation of allowances, the use of ERUs
and CERs in the Community scheme, the operation of
registries, the application of the monitoring and report-
ing guidelines, verification and issues relating to compli-
ance with the Directive and the fiscal treatment of allow-
ances, if any.’

(b) paragraph 3 is replaced by the following:

‘3. The Commission shall organise an exchange of
information between the competent authorities of the
Member States concerning developments relating to
issues of allocation, the use of ERUs and CERs in the
Community scheme, the operation of registries, moni-
toring, reporting, verification and compliance with this
Directive.’

7. The following Article is inserted after Article 21:

‘Article 21a

Support of capacity-building activities

In accordance with the UNFCCC, the Kyoto Protocol and any
subsequent decision adopted for their implementation, the
Commission and the Member States shall endeavour to sup-
port capacity-building activities in developing countries and
countries with economies in transition in order to help them
take full advantage of JI and the CDM in a manner that sup-
ports their sustainable development strategies and to facili-
tate the engagement of entities in JI and CDM project devel-
opment and implementation.’

8. Article 30 is amended as follows:

(a) in paragraph 2, point (d) is replaced by the following:

‘(d) the use of credits from project activities, including
the need for harmonisation of the allowed use of
ERUs and CERs in the Community scheme;’

(b) in paragraph 2 the following points are added:

‘(l) the impact of project mechanisms on host coun-
tries, particularly on their development objectives,
whether JI and CDM hydroelectric power produc-
tion project activities with a generating capacity
exceeding 500 MW and having negative environ-
mental or social impacts have been approved, and
the future use of CERs or ERUs resulting from any
such hydroelectric power production project activi-
ties in the Community scheme;

(m) the support for capacity-building efforts in develop-
ing countries and countries with economies in
transition;

(n) the modalities and procedures for Member States’
approval of domestic project activities and for the
issuing of allowances in respect of emission reduc-
tions or limitations resulting from such activities
from 2008;

(o) technical provisions relating to the temporary
nature of credits and the limit of 1 % for eligibility
for land use, land-use change and forestry project
activities as established in Decision 17/CP.7, and
provisions relating to the outcome of the evaluation
of potential risks associated with the use of geneti-
cally modified organisms and potentially invasive
alien species by afforestation and reforestation
project activities, to allow operators to use CERs
and ERUs resulting from land use, land-use change
and forestry project activities in the Community
scheme from 2008, in accordance with the deci-
sions adopted pursuant to the UNFCCC or the Kyoto
Protocol.’
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(c) paragraph 3 is replaced by the following:

‘3. In advance of each period referred to in Article
11(2), each Member State shall publish in its national
allocation plan its intended use of ERUs and CERs and
the percentage of the allocation to each installation up
to which operators are allowed to use ERUs and CERs in
the Community scheme for that period. The total use of
ERUs and CERs shall be consistent with the relevant
supplementarity obligations under the Kyoto Protocol
and the UNFCCC and the decisions adopted thereunder.

Member States shall, in accordance with Article 3 of
Decision No 280/2004/EC of the European Parliament
and of the Council of 11 February 2004 concerning a
mechanism for monitoring Community greenhouse gas
emissions and for implementing the Kyoto Protocol (*),
report to the Commission every two years on the extent
to which domestic action actually constitutes a signifi-
cant element of the efforts undertaken at national level,
as well as the extent to which use of the project mecha-
nisms is actually supplemental to domestic action, and
the ratio between them, in accordance with the relevant
provisions of the Kyoto Protocol and the decisions
adopted thereunder. The Commission shall report on
this in accordance with Article 5 of the said Decision. In
the light of this report, the Commission shall, if appro-
priate, make legislative or other proposals to comple-
ment provisions adopted by Member States to ensure
that use of the mechanisms is supplemental to domestic
action within the Community.

(*) OJ L 49, 19.2.2004, p. 1.’

9. In Annex III the following point is added:

‘12. The plan shall specify the maximum amount of CERs
and ERUs which may be used by operators in the Com-
munity scheme as a percentage of the allocation of the
allowances to each installation. The percentage shall be
consistent with the Member State’s supplementarity

obligations under the Kyoto Protocol and decisions
adopted pursuant to the UNFCCC or the Kyoto
Protocol.’

Article 2

Implementation

1. Member States shall bring into force the laws, regulations
and administrative provisions necessary to comply with this
Directive by 13 November 2005. They shall forthwith inform the
Commission thereof.

When Member States adopt these measures, they shall contain a
reference to this Directive or be accompanied by such a reference
on the occasion of their official publication. The methods of mak-
ing such reference shall be laid down by the Member States.

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

Article 3

Entry into force

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

Article 4

Addressees

This Directive is addressed to the Member States.

Done at Strasbourg, 27 October 2004.

For the European Parliament
J. BORRELL FONTELLES
The President

For the Council
A. NICOLAI
The President
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