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I 

(Acts adopted under the EC Treaty/Euratom Treaty whose publication is obligatory) 

REGULATIONS 

   REGULATION (EC) No 1069/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 21 October 2009

laying down health rules as regards animal by-products and derived products not intended for human 
consumption and repealing Regulation (EC) No 1774/2002 (Animal by-products Regulation)

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 152(4)(b) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and 
Social Committee

(1)  OJ C 100, 30.4.2009, p. 133.

 (1),

Having consulted the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251 
of the Treaty

(2)  Opinion of the European Parliament of 24 April 2009 (not yet pub
lished in the Official Journal) and Council Decision of 7  September
2009.

 (2),

Whereas:

(1) Animal by-products not intended for human consumption 
are a potential source of risks to public and animal health. 
Past crises related to outbreaks of foot-and-mouth disease, 
the spread of transmissible spongiform encephalopathies 
such as bovine spongiform encephalopathy (BSE) and the 
occurrence of dioxins in feedingstuffs have shown the con
sequences of the improper use of certain animal 
by-products for public and animal health, the safety of the 
food and feed chain and consumer confidence. In addition, 
such crises may also have a wider adverse impact on soci
ety as a whole, by their impact on the socioeconomic situ
ation of the farmers and of the industrial sectors concerned 
and on consumer confidence in the safety of products of 
animal origin. Disease outbreaks could also have negative 
consequences for the environment, not only due to the dis
posal problems posed, but also as regards biodiversity.

(2) Animal by-products arise mainly during the slaughter of 
animals for human consumption, during the production of 
products of animal origin such as dairy products, and in 
the course of the disposal of dead animals and during dis
ease control measures. Regardless of their source, they 
pose a potential risk to public and animal health and the 
environment. This risk needs to be adequately controlled, 
either by directing such products towards safe means of 
disposal or by using them for different purposes, provided 
that strict conditions are applied which minimise the health 
risks involved.

(3) The disposal of all animal by-products is not a realistic 
option, as it would lead to unsustainable costs and risks for 
the environment. Conversely, there is a clear interest for all 
citizens that, provided the health risks are minimised, a 
wide range of animal by-products are safely used for vari
ous applications in a sustainable manner. A wide range of 
animal by-products are indeed commonly used in impor
tant productive sectors, such as the pharmaceutical, feed 
and leather industries.

(4) New technologies have widened the possible use of animal 
by-products or derived products to a large number of pro
ductive sectors, in particular for the generation of energy. 
However, the use of those new technologies might pose 
health risks that must also be minimised.

(5) Community health rules for collection, transport, handling, 
treatment, transformation, processing, storage, placing on 
the market, distribution, use or disposal of animal 
by-products should be laid down in a coherent and com
prehensive framework.

(6) Those general rules should be proportionate to the risk to 
public and animal health which animal by-products pose 
when they are dealt with by operators at different stages of
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the chain from collection to their use or disposal. The rules 
should also take into account the risks for the environment 
posed during those operations. The Community frame
work should include health rules on the placing on the 
market, including intra-Community trade and import, of 
animal by-products, where appropriate.

(7) In Regulation (EC) No 1774/2002

(1)  OJ L 273, 10.10.2002, p. 1.

 (1), the European Parlia
ment and the Council laid down Community health rules 
concerning animal by-products not intended for human 
consumption. Based on scientific advice and as an action 
under the Commission White Paper of 12  January 2000 
on Food Safety, that Regulation introduced a set of rules 
aimed at protecting the safety of the food and feed chain, 
which is complementary to Community legislation on 
food and feed. Those rules have significantly improved the 
level of protection in the Community against the risks 
posed by animal by-products.

(8) Regulation (EC) No  1774/2002 introduced the classifica
tion of animal by-products into three categories according 
to the degree of risk involved. It requires operators to keep 
animal by-products of different categories separate from 
each other if they wish to make use of animal by-products 
which do not pose a significant risk to public or animal 
health, in particular if such products are derived from 
material fit for human consumption. That Regulation also 
introduced the principle that high-risk material should not 
be fed to farmed animals, and that material derived from 
animals is not to be fed to animals of the species from 
which it is derived. Pursuant to that Regulation, only mate
rial from animals which have undergone veterinary inspec
tion is to enter the feed chain. In addition, it lays down 
rules for processing standards which ensure the reduction 
of risks.

(9) Under Article 35(2) of Regulation (EC) No 1774/2002, the 
Commission is to submit a report to the European Parlia
ment and to the Council on the measures taken by the 
Member States to ensure compliance with that Regulation. 
The report is to be accompanied, if appropriate, by legis
lative proposals. The report was submitted on 21 October 
2005 and emphasised that the principles of Regulation 
(EC) No  1774/2002 should be maintained. In addition, it 
highlighted the areas where amendments to that Regula
tion were considered necessary, in particular clarifications 
as regards the applicability of the rules to finished prod
ucts, the relationship with other Community legislation 
and the classification of certain material. The findings of a 
series of fact-finding missions carried out in the Member 
States by the Food and Veterinary Office of the Commis
sion (FVO) in 2004 and 2005 support those conclusions. 
According to the FVO, improvements are necessary as 
regards the traceability of the flow of animal by-products 
and the effectiveness and harmonisation of official 
controls.

(10) The Scientific Steering Committee, which was superseded 
by the European Food Safety Authority (EFSA) in 2002, 
has adopted a number of opinions concerning animal 
by-products. Those opinions demonstrate the need to 
maintain the main principles of Regulation (EC) 
No  1774/2002; in particular that animal by-products 
derived from animals shown not to be fit for human con
sumption as a result of a health inspection should not enter 
the feed chain. However, those animal by-products may be 
recovered and used for the production of technical or 
industrial products under specified health conditions.

(11) The conclusions of the Presidency of the Council on the 
Commission report of 21  October 2005 which were 
adopted in December 2005, and the subsequent consulta
tions carried out by the Commission, have highlighted that 
the rules laid down in Regulation (EC) No  1774/2002 
should be improved. The chief objectives of the rules on 
animal by-products, namely the control of risks to public 
and animal health and the protection of the safety of the 
food and feed chain, should be clearly laid down. The pro
visions of this Regulation should permit the achievement 
of those objectives.

(12) The rules on animal by-products laid down in this Regu
lation should apply to products that may not be used for 
human consumption under Community legislation, in par
ticular where they do not comply with food hygiene legis
lation or where they may not be placed on the market as 
food since they are unsafe either because they are injuri
ous to health or unfit for human consumption (animal 
by-products ‘by law’). Those rules should, however, also 
apply to products of animal origin which do comply with 
certain rules regarding their possible use for human con
sumption, or which are raw materials for the production 
of products for human consumption, even if they are even
tually destined for other purposes (animal by-products ‘by 
choice’).

(13) In addition, in order to prevent risks arising from wild ani
mals, bodies or parts of bodies of such animals suspected 
of being infected with a transmissible disease should be 
subject to the rules laid down in this Regulation. This 
inclusion should not imply an obligation to collect and dis
pose of bodies of wild animals that have died or that are 
hunted in their natural habitat. If good hunting practices 
are observed, intestines and other body parts of wild game 
may be disposed of safely on site. Such practices for the 
mitigation of risks are well-established in Member States 
and are in some cases based on cultural traditions or on 
national legislation which regulates the activities of hunt
ers. Community legislation, in particular Regulation (EC) 
No 853/2004 of the European Parliament and of the Coun
cil of 29 April 2004 laying down specific hygiene rules for 
food of animal origin

(2)  OJ L 139, 30.4.2004, p. 55.

 (2), lays down rules for handling of 
meat and animal by-products from wild game. Those rules
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also place the responsibility for the prevention of risks on 
trained persons such as hunters. In view of the potential 
risks for the food chain, animal by-products from killed 
wild game should only be subject to this Regulation in so 
far as food hygiene legislation applies to the placing on the 
market of such game and involves operations carried out 
by game-handling establishments. In addition, animal 
by-products for the preparation of game trophies should 
be covered by this Regulation in order to prevent animal 
health risks arising from such by-products.

(14) The rules laid down in this Regulation should apply to ani
mal by-products derived from aquatic animals, other than 
material from vessels operating under Community food 
hygiene legislation. However, risk-proportionate measures 
should be adopted as regards the handling and disposal of 
material which arises on board fishing vessels from the 
evisceration of fish and which shows signs of disease. Such 
measures for the implementation of this Regulation should 
be adopted on the basis of a risk assessment carried out by 
the appropriate scientific institution in view of the avail
able evidence regarding the effectiveness of certain mea
sures to combat the spread of diseases communicable to 
humans, in particular of certain parasites.

(15) Due to the limited risks arising from materials used as raw 
pet food on farm or supplied to end users by food busi
nesses, certain activities related to such raw pet food should 
not be covered by the rules laid down in this Regulation.

(16) It is appropriate to clarify in this Regulation which animals 
are to be classified as pet animals, so that by-products 
derived from such animals are not used in feed for farmed 
animals. In particular, animals kept for purposes other 
than farming, such as for companionship, should be clas
sified as pet animals.

(17) For the sake of consistency of Community legislation, cer
tain definitions set out in Regulation (EC) No 999/2001 of 
the European Parliament and of the Council of 22  May 
2001 laying down rules for the prevention, control and 
eradication of certain transmissible spongiform encepha
lopathies

(1)  OJ L 147, 31.5.2001, p. 1.

 (1) and in Directive 2008/98/EC of the European 
Parliament and of the Council of 19  November 2008 on 
waste

(2)  OJ L 312, 22.11.2008, p. 3.

 (2) should be used in this Regulation. The reference 
to Council Directive 86/609/EEC of 24  November 1986 
on the approximation of laws, regulations and administra
tive provisions of the Member States regarding the protec
tion of animals used for experimental and other scientific 
purposes

(3)  OJ L 358, 18.12.1986, p. 1.

 (3) should be clarified.

(18) For the sake of consistency of Community legislation, the 
definition of ‘aquatic animal’ as laid down in Council Direc
tive 2006/88/EC of 24  October 2006 on animal health 
requirements for aquaculture animals and products 
thereof, and on the prevention and control of certain dis
eases in aquatic animals

(4)  OJ L 328, 24.11.2006, p. 14.

 (4) should be used in this Regula
tion. At the same time, aquatic invertebrates which are not 
covered by that definition and which pose no risk of dis
ease transmission should be subject to the same require
ments as aquatic animals.

(19) Council Directive 1999/31/EC of 26  April 1999 on the 
landfill of waste

(5)  OJ L 182, 16.7.1999, p. 1.

 (5) specifies the conditions for the issuing 
of a permit for a landfill. This Regulation should provide 
for the disposal of animal by-products on landfills for 
which such a permit has been issued.

(20) The primary responsibility for carrying out operations in 
accordance with this Regulation should rest with opera
tors. At the same time, the public interest in preventing 
risks to public and animal health requires that a collection 
and disposal system is in place to ensure the safe use or the 
safe disposal of animal by-products which may not be 
used, or which are not used for economic reasons. The 
scope of the collection and disposal system should take 
into account the actual amount of animal by-products 
which accrue in the particular Member State. It should also 
reflect, on a precautionary basis, the need for extended dis
posal capacities in the event of major outbreaks of trans
missible diseases or of temporary technical failures in an 
existing disposal facility. Member States should be permit
ted to cooperate with each other and third countries pro
vided that the objectives of this Regulation are met.

(21) It is important to determine the starting point in the life 
cycle of animal by-products from which the requirements 
of this Regulation should apply. Once a product has 
become an animal by-product, it should not re-enter the 
food chain. Special circumstances apply for the handling of 
certain raw materials, such as hides, handled in establish
ments or plants integrated at the same time into the food 
chain and the animal by-products chain. In those cases, the 
necessary measures should be taken by means of segrega
tion to mitigate potential risks for the food chain which 
can arise from cross-contamination. For other establish
ments, risk-based conditions should be determined to pre
vent cross-contamination, in particular through separation 
between the animal by-products chain and the food chain.

(22) For reasons of legal certainty and proper control of poten
tial risks, an end point in the manufacturing chain should 
be determined for products which no longer have direct
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relevance for the safety of the feed chain. For certain prod
ucts regulated under other Community legislation, such an 
end point should be determined at the stage of manufac
turing. Products which have reached this end point should 
be exempt from controls under this Regulation. In particu
lar, products beyond the end point should be allowed to be 
placed on the market without restriction under this Regu
lation and to be handled and transported by operators 
which have not been approved or registered in accordance 
with this Regulation.

(23) However, it should be possible to modify such an end 
point, particularly in the case of newly emerging risks. 
Regulation (EC) No 1774/2002 exempts certain products, 
notably guano, certain hides to which particular forms of 
treatment such as tanning have been applied, and certain 
game trophies from its requirements. Similar exemptions 
should be provided for in the implementing measures to 
be adopted under this Regulation for products such as ole
ochemical products and the end products resulting from 
the production of biodiesel, under appropriate conditions.

(24) In order to ensure a high level of protection of public and 
animal health, Member States should continue to take the 
necessary measures to prevent the dispatch of animal 
by-products from restricted areas or establishments, in par
ticular in the event of an outbreak of a disease listed in 
Council Directive 92/119/EEC of 17  December 1992 
introducing general Community measures for the control 
of certain animal diseases and specific measures relating to 
swine vesicular disease

(1)  OJ L 62, 15.3.1993, p. 69.

 (1).

(25) Operations with animal by-products which give rise to a 
considerable degree of risk to public and animal health 
should only be carried out in establishments or plants 
which have been approved in advance for such operations 
by the competent authority. That condition should apply 
in particular to processing establishments or plants and 
other establishments or plants which handle or store ani
mal by-products with a direct relevance for the safety of 
the feed chain. It should be permitted for animal 
by-products of more than one category to be handled in 
the same establishment or plant provided cross-
contamination is prevented. It should further be permitted 
to amend those conditions if the amount of material for 
disposal and processing rises due to a major outbreak of 
disease, provided it is ensured that the temporary use under 
such amended conditions does not lead to the propagation 
of disease risks.

(26) However, such approvals should not be necessary for 
establishments or plants which process or handle certain 
safe materials, such as products processed to such an extent 
that they no longer pose a risk to public and animal health. 

Such establishments or plants should be registered so as to 
permit official control over the flow of material and ensure 
their traceability. That registration requirement should 
apply also to operators who transport animal by-products 
or derived products, unless they are no longer subject to 
any control since an end point in the chain has been 
determined.

(27) Establishments or plants should be approved following the 
submission of information to the competent authority and 
following a visit carried out on site which demonstrates 
that the requirements of this Regulation for the infrastruc
ture and equipment of the establishment or plant will be 
met, so that any risks to public and animal health arising 
from the process used will be adequately contained. It 
should be possible to grant the approvals conditionally in 
order to allow operators to rectify deficiencies before the 
establishment or plant obtains full approval.

(28) Establishments or plants whose operations have already 
been approved in accordance with Community legislation 
on food hygiene should not be required to be approved or 
registered under this Regulation, as approvals or registra
tions under that Community legislation already take into 
account the objectives of this Regulation. However, estab
lishments or plants which have been approved or regis
tered under hygiene legislation should be obliged to 
comply with the requirements of this Regulation and sub
ject to official controls carried out for the purposes of veri
fying compliance with the requirements of this Regulation.

(29) Animal by-products and derived products should be clas
sified into three categories which reflect the degree of risk 
that they pose to public and animal health, on the basis of 
risk assessments. While animal by-products and derived 
products posing a high risk should only be used for pur
poses outside the feed chain, their use posing a lower risk 
should be permitted under safe conditions.

(30) Progress in science and technology may lead to the devel
opment of processes which eliminate or minimise the risks 
to public and animal health. Amendments to the lists of 
animal by-products set out in this Regulation should be 
possible, in order to take account of such progress. Prior to 
any such amendments, and in accordance with the general 
principles of Community legislation aimed at ensuring a 
high level of protection of public and animal health, a risk 
assessment should be carried out by the appropriate scien
tific institution, such as EFSA, the European Medicines 
Agency or the Scientific Committee for Consumer Prod
ucts, depending on the type of animal by-products for 
which risks are to be assessed. However, it should be clear 
that once animal by-products of different categories are 
mixed, the mixture should be handled in accordance with 
the standards laid down for the proportion of the mixture 
belonging to the highest risk category.
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(31) Due to the high risk to public health, animal by-products 
giving rise to a risk of transmissible spongiform encepha
lopathy (TSE) should, in particular, not be used for feed. 
This restriction should also apply to wild animals through 
which a communicable disease may be transmitted. The 
restriction on the feeding of animal by-products giving rise 
to a TSE risk should be without prejudice to the feeding 
rules laid down in Regulation (EC) No 999/2001.

(32) Animal by-products from animals used for experiments as 
defined in Directive 86/609/EEC should also be excluded 
from use in feed, due to the potential risks arising from 
those animal by-products. However, Member States may 
allow the use of animal by-products from animals which 
have been used for experiments to test new feed additives, 
in accordance with Regulation (EC) No 1831/2003 of the 
European Parliament and of the Council of 22 September 
2003 on additives for use in animal nutrition

(1)  OJ L 268, 18.10.2003, p. 29.

 (1).

(33) The use of certain substances and products is unlawful 
under Council Regulation (EEC) No  2377/90 of 26  June 
1990 laying down a Community procedure for the estab
lishment of maximum residue limits of veterinary medici
nal products in food stuffs of animal origin

(2)  OJ L 224, 18.8.1990, p. 1.

 (2) and Council 
Directive 96/22/EC of 29 April 1996 concerning the pro
hibition on the use in stockfarming of certain substances 
having a hormonal or thyrostatic action and of ß ago
nists

(3)  OJ L 125, 23.5.1996, p. 3.

 (3). In addition, Council Directive 96/23/EC of
29 April 1996 on measures to monitor certain substances 
and residues thereof in live animals and animal products

(4)  OJ L 125, 23.5.1996, p. 10.

 (4) 
lays down further rules on the monitoring of certain sub
stances and residues thereof in live animals and animal 
products. Directive 96/23/EC also lays down rules which 
apply where the presence of residues of authorised sub
stances or contaminants exceeding certain permitted lev
els has been established. In order to ensure the coherence 
of Community legislation, products of animal origin in 
which substances are detected in breach of Regulation 
(EEC) No 2377/90 and Directives 96/22/EC and 96/23/EC 
should be classified as Category 1 or Category 2 material, 
as appropriate, in view of the risk they pose to the food 
and feed chain.

(34) Manure and digestive tract content should not need to be 
disposed of, provided that proper treatment ensures that 
diseases are not transmitted during their application to 
land. Animal by-products from animals that die on farm 
and animals killed for the eradication of diseases should 
not be used in the feed chain. This restriction should also 
apply to imported animal by-products which are allowed 
into the Community, where they do not comply with 

Community legislation upon inspection at the Community 
border post, and to products which do not comply with 
the applicable requirements during checks carried out 
within the Community. Non-compliance with Directive 
2000/13/EC of the European Parliament and of the Coun
cil of 20 March 2000 on the approximation of the laws of 
the Member States relating to the labelling, presentation 
and advertising of foodstuffs

(5)  OJ L 109, 6.5.2000, p. 29.

 (5) and with Regulation (EC) 
No 767/2009 of the European Parliament and of the Coun
cil of 13 July 2009 on the placing on the market and use 
of feed

(6)  OJ L 229, 1.9.2009, p. 1.

 (6) should not result in the exclusion from the feed 
chain of products presented for border inspection.

(35) Since the date of entry into force of Regulation (EC) 
No  1774/2002, the classification of certain animal 
by-products by default as Category 2 material limits their 
possible uses severely, while not necessarily being propor
tionate to the risks involved. Accordingly those animal 
by-products should be reclassified as Category 3 material, 
so as to allow their use for certain feeding purposes. For 
any other animal by-products which are not listed under 
one of the three categories, the categorisation by default as 
Category 2 material should be maintained for precaution
ary reasons, in particular to reinforce the general exclusion 
of such material from the feed chain for farmed animals, 
other than fur animals.

(36) Other legislation which has entered into force following 
the adoption of 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

(7)  OJ L 31, 1.2.2002, p. 1.

 (7), 
namely Regulation (EC) No 852/2004 of the European Par
liament and of the Council of 29  April 2004 on the 
hygiene of foodstuffs

(8)  OJ L 139, 30.4.2004, p. 1.

 (8), Regulation (EC) No  853/2004 
and Regulation (EC) No 183/2005 of the European Parlia
ment and of the Council of 12 January 2005 laying down 
requirements for feed hygiene

(9)  OJ L 35, 8.2.2005, p. 1.

 (9), and to which Regulation 
(EC) No 1774/2002 is complementary, places the primary 
duty of complying with Community legislation, aimed at 
protecting public and animal health, on the food and feed 
business operators. In line with that legislation, operators 
carrying out activities under this Regulation should also be 
primarily responsible for ensuring compliance with this 
Regulation. That obligation should be further clarified and 
specified as regards the means by which traceability is 
ensured, such as separate collection and channelling of ani
mal by-products. Established systems ensuring traceability 
for products exclusively circulating at national level by
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other means should continue to operate, if they provide 
equivalent information. Every effort should be made to 
promote the use of electronic and other means of docu
mentation which do not involve paper records, as long as 
they ensure full traceability.

(37) A system of own checks is necessary to ensure that, within 
an establishment or plant, the requirements of this Regu
lation are fulfilled. During official controls the competent 
authorities should take into account the performance of 
own checks. In certain establishments or plants own checks 
should be carried out through a system based on the haz
ard analysis and critical control points (HACCP) principles. 
The HACCP principles should be based on the experience 
of their implementation under Community legislation on 
food and feed hygiene. In this respect, national guides to 
good practice could serve as a useful tool to facilitate the 
practical implementation of the HACCP principles, and of 
other aspects of this Regulation.

(38) Animal by-products should only be used if the risks to 
public and animal health are minimised in the course of 
their processing and the placing on the market of derived 
products manufactured on the basis of animal by-products. 
If this option is not available, the animal by-products 
should be disposed of under safe conditions. The options 
available for the use of animal by-products of the different 
categories should be clarified in coherence with other 
Community legislation. In general, the options for a higher 
risk category should be available for the lower risk catego
ries as well, unless special considerations apply in view of 
the risk attached to certain animal by-products.

(39) Disposal of animal by-products and derived products 
should take place in accordance with environmental legis
lation regarding landfilling and waste incineration. In order 
to ensure consistency, incineration should take place in 
accordance with Directive 2000/76/EC of the European 
Parliament and of the Council of 4 December 2000 on the 
incineration of waste

(1)  OJ L 332, 28.12.2000, p. 91.

 (1). Co-incineration of waste – either 
as a recovery or disposal operation – is subject to similar 
conditions regarding approval and operation to those 
regarding waste incineration, in particular as to air emis
sion limit values, waste water and residue discharge, con
trol and monitoring and measurement requirements. 
Consequently, direct co-incineration, without prior pro
cessing, of all three categories of materials should be per
mitted. In addition, specific provisions should be enacted 
for the approval of low and high-capacity incineration 
plants.

(40) The use of animal by-products or derived products as a fuel 
in the combustion process should be authorised and 

should not be considered as a waste disposal operation. 
However, such use should take place under conditions 
which ensure the protection of public and animal health, 
as well as the appropriate environmental standards.

(41) This Regulation should provide for the possibility to lay 
down parameters for processing methods regarding time, 
temperature and pressure for animal by-products, in par
ticular for the methods currently referred to as methods 2 
to 7 under Regulation (EC) No 1774/2002.

(42) Shells from shellfish from which the soft tissue or flesh 
have been removed, should be excluded from the scope of 
the Regulation. Due to the various practices in the Com
munity regarding the removal of such soft tissue or flesh 
from shells, it should be possible to use shells from which 
the entire soft tissue or flesh has not been removed, pro
vided such use does not lead to a risk arising to public and 
animal health. National guides to good practice could assist 
in the dissemination of knowledge regarding proper con
ditions under which such use would be possible.

(43) In view of the limited risk to public or animal health aris
ing from such products, the competent authority should 
be able to authorise the preparation and application to 
land of biodynamic preparations, on the basis of Cat
egory 2 and Category 3 materials, as referred to in Council 
Regulation (EC) No 834/2007 of 28 June 2007 on organic 
production and labelling of organic products

(2)  OJ L 189, 20.7.2007, p. 1.

 (2).

(44) Novel technologies which are being developed offer advan
tageous ways of generating energy on the basis of animal 
by-products or of providing for the safe disposal of such 
products. Safe disposal may take place through a combi
nation of methods for the safe containment of animal 
by-products on site with established disposal methods, and 
through a combination of authorised processing param
eters with new standards which have been favourably 
assessed. In order to take account of the related progress in 
science and technology, such technologies should be 
authorised as alternative methods for the disposal or use of 
animal by-products throughout the Community. If a tech
nological process has been developed by an individual, an 
application checked by the competent authority should be 
examined by EFSA before such authorisation is granted, in 
order to ensure that an assessment of the risk reduction 
potential of the process is carried out and that the rights of 
individuals, including the confidentiality of business infor
mation, is preserved. In order to provide advice to appli
cants a standard format for application should be adopted. 
Since that document is intended only to be indicative it 
should be adopted in accordance with the advisory proce
dure in collaboration with EFSA.

(45) It is appropriate to clarify the requirements applicable to 
the placing on the market of animal by-products and
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derived products intended for feeding purposes and of 
organic fertilisers and soil improvers, so as to ensure the 
protection of the food and feed chain. Only Category  3 
material should be used for feeding farmed animals other 
than fur animals. Fertilisers produced on the basis of ani
mal by-products may affect the safety of the feed and food 
chain. Where they have been manufactured from meat-
and-bone meal derived from Category 2 material or from 
processed animal protein, a component, such as an inor
ganic or an indigestible substance, should be added in 
order to prevent their direct use for feeding purposes. Such 
mixing should not be required if the composition or pack
aging of products, in particular of products destined for 
use by the final consumer, prevents the misuse of the prod
uct for feeding purposes. When determining the compo
nents, different circumstances regarding climate and soil 
and the objective for the use of particular fertilisers should 
be taken into account.

(46) Regulation (EC) No  1523/2007 of the European Parlia
ment and of the Council of 11  December 2007 banning 
the placing on the market and the import to, or export 
from, the Community of cat and dog fur, and products 
containing such fur

(1)  OJ L 343, 27.12.2007, p. 1.

 (1) lays down a general prohibition on 
the placing on the market and the import and export of cat 
and dog fur and products containing such fur. However, 
that prohibition should not affect the obligation under this 
Regulation to dispose of animal by-products from cats and 
dogs, including fur.

(47) The promotion of science and research, and artistic activi
ties may require the use of animal by-products or derived 
products of all categories, sometimes in quantities below 
the scale of commercial exchanges. In order to facilitate the 
import and use of such animal by-products or derived 
products, the competent authority should be able to fix the 
conditions for such operations on a case-specific basis. 
Harmonised conditions should be laid down where action 
at a Community level is necessary.

(48) Regulation (EC) No  1774/2002 contains detailed provi
sions which allow, by way of derogation, the feeding of 
Category 2 and Category 3 materials to zoo animals. Simi
lar provisions should be laid down in this Regulation and 
the feeding of certain Category  1 material should be 
allowed and complemented by the possibility to lay down 
detailed rules to control any possible risks arising to pub
lic or animal health.

(49) Regulation (EC) No  1774/2002 allows for the feeding of 
Category 1 material to endangered or protected species of 
necrophagous birds and other species living in their natu
ral habitat, for the promotion of biodiversity. In order to 
provide an adequate tool for the preservation of those spe
cies, that feeding practice should continue to be permitted 

under this Regulation, in accordance with conditions laid 
down to prevent the spread of diseases. At the same time, 
health conditions should be laid down in the implement
ing measures permitting the use of such Category 1 mate
rial for feeding purposes in extensive grazing systems and 
for feeding to other carnivore species, such as bears and 
wolves. It is important that such health conditions take 
into account the natural consumption patterns of the spe
cies concerned as well as Community objectives for the 
promotion of biodiversity as referred to in the Communi
cation from the Commission of 22  May 2006 entitled
‘Halting the loss of biodiversity by 2010 – and beyond’.

(50) Burial and burning of animal by-products, in particular of 
dead animals may be justified in specific situations, in par
ticular in remote areas, or in disease control situations 
requiring the emergency disposal of the animals killed as a 
measure to control an outbreak of a serious transmissible 
disease. In particular, disposal on site should be allowed 
under special circumstances, since the available rendering 
or incinerator capacity within a region or a Member State 
could otherwise be a limiting factor in the control of a 
disease.

(51) The current derogation concerning burial and burning of 
animal by-products should be extended to areas where 
access is not practically possible or presents a risk to the 
health and safety of the collection personnel. Experience 
gained with the application of Regulation (EC) 
No  1774/2002 and with natural disasters such as forest 
fires and floods in certain Member States has shown that 
under such exceptional circumstances, disposal by burial 
or burning on site can be justified so as to ensure the swift 
disposal of animals and to avoid the propagation of dis
ease risks. The overall size of remote areas in a Member 
State should be limited, on the basis of the experience 
gained with the application of Regulation (EC) 
No 999/2001 so as to ensure that the general obligation to 
have in place a proper disposal system which complies 
with the rules laid down in this Regulation is fulfilled.

(52) Certain establishments or plants which handle only small 
quantities of animal by-products which do not pose a risk 
to public and animal health should be allowed to dispose 
of such by-products by means other than disposal in accor
dance with this Regulation, under official supervision. 
However, the criteria for such exceptional circumstances 
should be laid down at Community level, so as to ensure 
their uniform application, based on the actual situation of 
certain sectors and the availability of other disposal sys
tems in certain Member States.

(53) The possible courses of action which the competent 
authority can take when carrying out official controls 
should be specified in order to ensure legal certainty, in 
particular regarding the suspension or permanent
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prohibition of operations or the imposition of conditions 
to ensure the proper application of this Regulation. These 
official controls should be carried out in the framework of 
multi-annual control plans under Regulation (EC) 
No 882/2004 of the European Parliament and of the Coun
cil 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)  OJ L 165, 30.4.2004, p. 1.

 (1).

(54) In order to ensure that Member States may control the 
quantity of material which is introduced for disposal into 
their territory, the competent authority should authorise 
the receipt of such material to its territory.

(55) Pressure sterilisation and auxiliary transport conditions 
may be imposed so as to ensure the control of possible 
risks. In order to ensure traceability and cooperation 
between the competent authorities of Member States con
trolling the dispatch of animal by-products or derived 
products, the Traces system introduced by Commission 
Decision 2004/292/EC

(2)  OJ L 94, 31.3.2004, p. 63.

 (2) should be used to provide infor
mation on the dispatch of Category  1 and Category  2 
materials and meat-and-bone meal or animal fat derived 
from Category 1 and Category 2 materials, and processed 
animal protein derived from Category  3 material. For 
materials typically sent in small quantities for research, 
educational, artistic or diagnostic use, special conditions 
should be laid down to facilitate the movement of such 
materials within the Community. Bilateral arrangements 
facilitating the control of materials moved between the 
Member States sharing a common border should be per
mitted under special circumstances.

(56) In order to facilitate the transport of consignments through 
third countries neighbouring more than one Member State, 
a special regime for the dispatch of consignments from the 
territory of one Member State to another through the ter
ritory of a third country should be introduced in order to 
ensure, in particular, that consignments re-entering Com
munity territory are subject to veterinary checks in accor
dance with Council Directive 89/662/EEC of 11 December 
1989 concerning veterinary checks in intra-Community 
trade with a view to the completion of the internal 
market

(3)  OJ L 395, 30.12.1989, p. 13.

 (3).

(57) For the sake of coherence of Community legislation, it is 
necessary to clarify the relationship between the rules laid 
down in this Regulation and Community legislation on 

waste. In particular, consistency should be ensured with 
the prohibitions on waste exports laid down in Regulation 
(EC) No 1013/2006 of the European Parliament and of the 
Council of 14  June 2006 on shipments of waste

(4)  OJ L 190, 12.7.2006, p. 1.

 (4). In 
order to prevent potentially detrimental effects for the 
environment, the export of animal by-products and derived 
products destined for disposal by incineration and by land
fill should be prohibited. The export of animal by-products 
and derived products should also be prevented where the 
objective is to use them in a biogas or composting plant to 
third countries which are not members of the Organisation 
for Economic Cooperation and Development (OECD), in 
order to prevent potentially adverse environmental 
impacts and risks to public and animal health. When 
applying the provisions to derogate from the export ban, 
the Commission is obliged to fully respect in its decisions 
the Basel Convention on the control of transboundary 
movements of hazardous waste and their disposal, as con
cluded, on behalf of the Community, by Council Decision 
93/98/EEC

(5)  OJ L 39, 16.2.1993, p. 1.

 (5), and the amendment to this Convention laid 
down in Decision III/1 of the Conference of the Parties, as 
approved, on behalf of the Community, by Council Deci
sion 97/640/EC

(6)  OJ L 272, 4.10.1997, p. 45.

 (6), and implemented by Regulation (EC) 
No 1013/2006.

(58) In addition, it should be ensured that animal by-products 
mixed or contaminated with hazardous waste, as listed in 
Commission Decision 2000/532/EC of 3  May 2000 
replacing Decision 94/3/EC establishing a list of wastes 
pursuant to Article  1(a) of Council Directive 75/442/EEC 
on waste and Council Decision 94/904/EC establishing a 
list of hazardous waste pursuant to Article 1(4) of Council 
Directive 91/689/EEC on hazardous waste

(7)  OJ L 226, 6.9.2000, p. 3.

 (7) are only 
imported, exported or dispatched between Member States 
in accordance with Regulation (EC) No  1013/2006. It is 
also necessary to lay down rules concerning the dispatch 
of such material within a Member State.

(59) The Commission should be able to carry out controls in 
Member States. Community controls in third countries 
should be carried out in accordance with Regulation (EC) 
No 882/2004.

(60) The import of animal by-products and derived products 
into the Community and the transit of such material should 
take place in accordance with rules which are at least as 
strict as those applicable within the Community. Alterna
tively, the rules applicable to animal by-products and 
derived products in third countries may be recognised to 
be equivalent to the rules laid down in Community legis
lation. Due to the potential risk arising from them, a sim
plified set of import rules should be applicable to products 
which are destined for uses outside the feed chain.
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(61) Community legislation on the manufacture of derived 
products intended for use as cosmetic products, medicinal 
products or medical devices comprises a comprehensive 
framework for the placing on the market of such products: 
Council Directive 76/768/EEC of 27  July 1976 on the 
approximation of laws of the Member States relating to 
cosmetic products

(1)  OJ L 262, 27.9.1976, p. 169.

 (1), Directive 2001/83/EC of the Euro
pean Parliament and of the Council of 6 November 2001 
on the Community code relating to medicinal products for 
human use

(2)  OJ L 311, 28.11.2001, p. 67.

 (2), Directive 2001/82/EC of the European Par
liament and of the Council of 6  November 2001 on the 
Community code relating to veterinary medicinal prod
ucts

(3)  OJ L 311, 28.11.2001, p. 1.

 (3), Council Directive 90/385/EEC of 20 June 1990 on 
the approximation of the laws of the Member States relat
ing to active implantable medical devices

(4)  OJ L 189, 20.7.1990, p. 17.

 (4), Council 
Directive 93/42/EEC of 14 June 1993 concerning medical 
devices

(5)  OJ L 169, 12.7.1993, p. 1.

 (5) and Directive 98/79/EC of the European Parlia
ment and of the Council of 27 October 1998 on in vitro 
diagnostic medical devices

(6)  OJ L 331, 7.12.1998, p. 1.

 (6) (the specific Directives). 
However, the specific Directives on cosmetic products and 
medical devices do not provide for protection against risks 
to animal health. In such cases, this Regulation should 
apply to those risks and recourse to safeguard measures in 
accordance with Regulation (EC) No 178/2002 should be 
possible.

(62) Animal by-products or derived products that are supplied 
as material or ingredients for the manufacture of such 
derived products should also be subject to the require
ments of the specific Directives, in so far as they lay down 
rules controlling risks to public and animal health. Those 
specific Directives already regulate starting material of ani
mal origin which may be used for the manufacture of the 
derived products referred to and impose certain conditions 
to ensure the protection of public or animal health. In par
ticular, Directive 76/768/EEC excludes Category 1 and Cat
egory 2 materials as part of the composition of a cosmetic 
product and obliges manufacturers to apply good manu
facturing practices. Commission Directive 2003/32/EC

(7)  OJ L 105, 26.4.2003, p. 18.

 (7) 
introduces detailed specifications with respect to medical 
devices manufactured utilising tissues of animal origin.

(63) However, where those conditions have not yet been laid 
down in the specific Directives or where they do not cover 
certain risks to public and animal health, this Regulation 
should apply, and recourse to safeguard measures in accor
dance with Regulation (EC) No  178/2002 should be 
possible.

(64) Certain derived products do not enter the feed chain or are 
not applied to land which is grazed by farmed animals or 
from which herbage for feed is cut. Such derived products 

include products for technical uses, such as treated hides 
for leather production, processed wool for the textile 
industry, bone products for glue and processed material 
destined for petfood. Operators should be permitted to 
place such products on the market provided that they are 
either derived from raw material requiring no treatment or 
the treatment or the end use of the treated material ensures 
adequate risk control.

(65) Certain failures to comply with the rules laid down in 
Regulation (EC) No  1774/2002 have been revealed in a 
number of Member States. Accordingly, in addition to the 
strict enforcement of those rules, criminal and other sanc
tions against operators which do not comply with those 
rules are needed. Therefore, it is necessary that Member 
States lay down rules on penalties applicable to infringe
ments of this Regulation.

(66) Since the objective of this Regulation, namely to lay down 
public and animal health rules for animal by-products and 
derived products in order to prevent and minimise risks to 
public and animal health arising from those products and, 
in particular, to protect the safety of the food and feed 
chain, cannot be sufficiently achieved by the Member 
States and can therefore be better achieved at Community 
level, the Community may adopt measures, in accordance 
with the principle of subsidiarity as set out in Article 5 of 
the Treaty. In accordance with the principle of proportion
ality, as set out in that Article, this Regulation does not go 
beyond what is necessary in order to achieve that objective.

(67) In order to enhance legal certainty and in the light of the 
Commission’s general objective to simplify Community 
legislation, a coherent framework of rules should be laid 
down in this Regulation, taking into account the rules laid 
down in Regulation (EC) No  1774/2002, as well as the 
experience gained and progress made since the date of 
entry into force of that Regulation. Regulation (EC) 
No 1774/2002 should therefore be repealed and replaced 
by this Regulation.

(68) The measures necessary for the implementation of this 
Regulation 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

(8)  OJ L 184, 17.7.1999, p. 23.

 (8).

(69) In order to improve coherence and clarity of Community 
legislation, the technical rules concerning specific opera
tions involving animal by-products, which are currently
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laid down in the Annexes to Regulation (EC) 
No  1774/2002, as well as in implementing measures 
adopted by the Commission on the basis of that Regula
tion

(1)  Regulation (EC) No  811/2003 on the intra-species recycling ban for
fish, and the burial and burning of certain animal by-products
(OJ  L  117, 13.5.2003, p.  14); Decision 2003/322/EC on the feeding
of certain necrophagous birds with certain Category  1 materials
(OJ L 117, 13.5.2003, p. 32); Decision 2003/324/EC on a derogation
from the intra-species recycling ban for fur animals (OJ  L  117,
13.5.2003, p. 37); Regulation (EC) No 92/2005 on means of disposal
or uses (OJ L 19, 21.1.2005, p. 27); Regulation (EC) No 181/2006 on
organic fertilisers and soil improvers other than manure (OJ  L  29,
2.2.2006, p. 31); Regulation (EC) No 1192/2006 on lists of approved
plants (OJ L 215, 5.8.2006, p. 10); Regulation (EC) No 2007/2006 on
the importation and transit of certain intermediate products derived
from Category 3 material (OJ L 379, 28.12.2006, p. 98).

 (1), should be laid down in separate implementing 
acts. Consultation and information of consumers and 
socio-professional circles concerned with issues related to 
this Regulation should be carried out in accordance with 
Commission Decision 2004/613/EC of 6  August 2004 
concerning the creation of an advisory group on the food 
chain and animal and plant health

(2)  OJ L 275, 25.8.2004, p. 17.

 (2).

(70) In particular, the Commission should be empowered to 
adopt rules modifying the end point in the manufacturing 
chain of certain derived products and establishing such an 
end point for certain other derived products, rules in regard 
to serious transmissible diseases in the presence of which 
the dispatch of animal by-products and derived products 
should not be allowed and/or the conditions allowing such 
a dispatch, measures changing the categorisation of animal 
by-products and derived products, measures regarding 
restrictions on the use and disposal of animal by-products 
and derived products, measures laying down conditions 
for the application of certain derogations regarding the use, 
collection and disposal of animal by-products and derived 
products and measures authorising or rejecting a particu
lar alternative method for the use and disposal of animal 
by-products and derived products.

(71) In addition, the Commission should be empowered to 
adopt more specific rules concerning collection and trans
port of animal by-products and derived products, the infra
structure, equipment and hygiene requirements for 
establishments or plants handling animal by-products and 
derived products, the conditions and technical require
ments for the handling of animal by-products and derived 
products, including the evidence to be presented for the 
purpose of validation of such treatment, conditions for the 
placing on the market of animal by-products and derived 
products, requirements related to safe sourcing, safe treat
ment and safe end uses, conditions for the import, transit 
and export of animal by-products and derived products, 
detailed arrangements for implementing official controls 

including rules concerning the reference methods for 
microbiological analyses as well as conditions for the con
trol of the dispatch of certain animal by-products and 
derived products between Member States. Since those mea
sures are of general scope and are designed to amend non-
essential elements of this Regulation, inter alia, by 
supplementing it with new non-essential elements, they 
must be adopted in accordance with the regulatory proce
dure with scrutiny provided for in Article  5a of Decision 
1999/468/EC.

(72) On grounds of efficiency, the normal time-limits for the 
regulatory procedure with scrutiny should be curtailed for 
the adoption of measures specifying the conditions for the 
dispatch of animal by-products from restricted holdings, 
plants or zones. On grounds of urgency, it is necessary to 
apply the urgency procedure provided for in Article 5a(6) 
of Decision 1999/468/EC for the adoption of measures 
modifying the end point in the manufacturing chain for 
certain products,

HAVE ADOPTED THIS REGULATION:

TITLE  I

GENERAL PROVISIONS

CHAPTER I

Common provisions

S e c t i o n  1

S u b j e c t m a t t e r , s c o p e a n d d e f i n i t i o n s

Article 1

Subject matter

This Regulation lays down public health and animal health rules 
for animal by-products and derived products, in order to prevent 
and minimise risks to public and animal health arising from those 
products, and in particular to protect the safety of the food and 
feed chain.

Article  2

Scope

1. This Regulation shall apply to: 

(a) animal by-products and derived products which are excluded 
from human consumption under Community legislation; 
and
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(b) the following products which pursuant to a decision by an 
operator, which shall be irreversible, are destined for pur
poses other than human consumption:

(i) products of animal origin which may be destined for 
human consumption under Community legislation;

(ii) raw materials for the production of products of animal 
origin.

2. This Regulation shall not apply to the following animal 
by-products: 

(a) entire bodies or parts of wild animals, other than wild game, 
which are not suspected of being infected or affected with a 
disease communicable to humans or animals, except for 
aquatic animals landed for commercial purposes;

(b) entire bodies or parts of wild game which are not collected 
after killing, in accordance with good hunting practice, with
out prejudice to Regulation (EC) No 853/2004;

(c) animal by-products from wild game and from wild game 
meat referred to in Article  1(3)(e) of Regulation (EC) 
No 853/2004;

(d) oocytes, embryos and semen destined for breeding purposes;

(e) raw milk, colostrum and products derived therefrom which 
are obtained, kept, disposed of or used on the farm of origin;

(f) shells from shellfish with the soft tissue and flesh removed;

(g) catering waste, except if it:

(i) originates from means of transport operating 
internationally;

(ii) is destined for feeding purposes;

(iii) is destined for processing by pressure sterilisation or for 
processing by methods referred to in point (b) of the first 
subparagraph of Article 15(1) or for transformation into 
biogas or for composting;

(h) without prejudice to Community environmental legislation, 
material from vessels complying with Regulations (EC) 
No  852/2004 and  (EC) No  853/2004, which has arisen in 
the course of their fishing operations and is disposed of at 
sea, except material derived from on-board evisceration of 
fish showing signs of disease, including parasites, that are 
communicable to humans;

(i) raw pet food originating from retail shops, where the cutting 
and storage are performed solely for the purpose of supply
ing the consumer directly on the spot;

(j) raw pet food derived from animals which are slaughtered on 
the farm of origin for private domestic consumption; and

(k) excrement and urine other than manure and non-mineralised 
guano.

3. This Regulation shall be without prejudice to Community 
veterinary legislation having as its objective the control and eradi
cation of animal diseases.

Article 3

Definitions

For the purposes of this Regulation, the following definitions shall 
apply:

1. ‘animal by-products’ means entire bodies or parts of animals, 
products of animal origin or other products obtained from 
animals, which are not intended for human consumption, 
including oocytes, embryos and semen;

2. ‘derived products’ means products obtained from one or 
more treatments, transformations or steps of processing of 
animal by-products;

3. ‘products of animal origin’ means products of animal origin 
as defined in point  8.1 of Annex  I to Regulation (EC) 
No 853/2004;

4. ‘carcase’ means carcase as defined in point 1.9 of Annex I to 
Regulation (EC) No 853/2004;

5. ‘animal’ means any invertebrate or vertebrate animal;

6. ‘farmed animal’ means:

(a) any animal that is kept, fattened or bred by humans and 
used for the production of food, wool, fur, feathers, hides 
and skins or any other product obtained from animals or 
for other farming purposes;

(b) equidae;

7. ‘wild animal’ means any animal not kept by humans;

8. ‘pet animal’ means any animal belonging to species normally 
nourished and kept but not consumed, by humans for pur
poses other than farming;

9. ‘aquatic animals’ means aquatic animals as defined in 
Article 3(1)(e) of Directive 2006/88/EC;

10. ‘competent authority’ means the central authority of a Mem
ber State competent to ensure compliance with the require
ments of this Regulation or any authority to which that 
competence has been delegated; it also includes, where 
appropriate, the corresponding authority of a third country;

11. ‘operator’ means the natural or legal persons having an ani
mal by-product or derived product under their actual control, 
including carriers, traders and users;
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12. ‘user’ means the natural or legal persons using animal 
by-products and derived products for special feeding pur
poses, for research or for other specific purposes;

13. ‘establishment’ or ‘plant’ means any place where any opera
tion involving the handling of animal by-products or derived 
products is carried out, other than a fishing vessel;

14. ‘placing on the market’ means any operation the purpose of 
which is to sell animal by-products or derived products to a 
third party in the Community or any other form of supply 
against payment or free of charge to such a third party or 
storage with a view to supply to such a third party;

15. ‘transit’ means movement through the Community from the 
territory of a third country to the territory of another third 
country, other than by sea or by air;

16. ‘export’ means movement from the Community to a third 
country;

17. ‘transmissible spongiform encephalopathies (TSEs)’ means all 
transmissible spongiform encephalopathies as defined in 
Article 3(1)(a) of Regulation (EC) No 999/2001;

18. ‘specified risk material’ means specified risk material as 
defined in Article 3(1)(g) of Regulation (EC) No 999/2001;

19. ‘pressure sterilisation’ means the processing of animal 
by-products, after reduction in particle size to not more than 
50 mm, to a core temperature of more than 133 °C for at 
least 20 minutes without interruption at an absolute pressure 
of at least 3 bar;

20. ‘manure’ means any excrement and/or urine of farmed ani
mals other than farmed fish, with or without litter;

21. ‘authorised landfill’ means a landfill for which a permit has 
been issued in accordance with Directive 1999/31/EC;

22. ‘organic fertiliser’ and ‘soil improver’ means materials of ani
mal origin used to maintain or improve plant nutrition and 
the physical and chemical properties and biological activities 
of soils, either separately or together; they may include 
manure, non-mineralised guano, digestive tract content, 
compost and digestion residues;

23. ‘remote area’ means an area where the animal population is 
so small, and where disposal establishments or plants are so 
far away that the arrangements necessary for the collection 
and transport of animal by-products would be unacceptably 
onerous compared to local disposal;

24. ‘food’ or ‘foodstuff’ means food or foodstuff as defined in 
Article 2 of Regulation (EC) No 178/2002;

25. ‘feed’ or ‘feedingstuff’ means feed or feedingstuff as defined in 
Article 3(4) of Regulation (EC) No 178/2002;

26. ‘centrifuge or separator sludge’ means material collected as a 
by-product after purification of raw milk and separation of 
skimmed milk and cream from raw milk;

27. ‘waste’ means waste as defined in point  1 of Article  3 of 
Directive 2008/98/EC.

S e c t i o n  2

O b l i g a t i o n s

Article 4

Starting point in the manufacturing chain and obligations

1. As soon as operators generate animal by-products or 
derived products falling within the scope of this Regulation, they 
shall identify them and ensure that they are dealt with in accor
dance with this Regulation (starting point).

2. Operators shall ensure at all stages of collection, transport, 
handling, treatment, transformation, processing, storage, placing 
on the market, distribution, use and disposal within the busi
nesses under their control that animal by-products and derived 
products satisfy the requirements of this Regulation which are rel
evant to their activities.

3. Member States shall monitor and verify that the relevant 
requirements of this Regulation are fulfilled by operators along 
the entire chain of animal by-products and derived products as 
referred to in paragraph 2. For that purpose, they shall maintain a 
system of official controls in accordance with relevant Commu
nity legislation.

4. Member States shall ensure that an adequate system is in 
place on their territory ensuring that animal by-products are: 

(a) collected, identified and transported without undue delay; 
and

(b) treated, used or disposed of in accordance with this 
Regulation.

5. Member States may fulfil their obligations under para
graph  4 in cooperation with other Member States or third 
countries.

Article 5

End point in the manufacturing chain

1. Derived products referred to in Article  33 which have 
reached the stage of manufacturing regulated by the Community 
legislation referred to in that Article shall be regarded as having 
reached the end point in the manufacturing chain, beyond which 
they are no longer subject to the requirements of this Regulation. 
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Those derived products may subsequently be placed on the mar
ket without restrictions under this Regulation and shall no longer 
be subject to official controls in accordance with this Regulation. 

The end point in the manufacturing chain may be modified: 

(a) for products referred to in Article 33(a) to (d), in case of risks 
to animal health;

(b) for products referred to in Article 33(e) and (f), in case of risks 
to public or animal health.

Those measures, designed to amend non-essential elements of this 
Regulation, shall be adopted in accordance with the regulatory 
procedure with scrutiny referred to in Article 52(6).

2. For derived products referred to in Articles 35 and 36 which 
no longer pose any significant risk to public or animal health, an 
end point in the manufacturing chain may be determined, beyond 
which they are no longer subject to the requirements of this 
Regulation. 

Those derived products may subsequently be placed on the mar
ket without restrictions under this Regulation and shall no longer 
be subject to official controls in accordance with this Regulation. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(5). 

3. In the event of risks to public or animal health, Articles 53 
and  54 of Regulation (EC) No  178/2002 concerning emergency 
measures shall apply mutatis mutandis to the derived products 
referred to in Articles 33 and 36 of this Regulation.

S e c t i o n  3

A n i m a l h e a l t h r e s t r i c t i o n s

Article 6

General animal health restrictions

1. Animal by-products and derived products from susceptible 
species shall not be dispatched from holdings, establishments, 
plants or zones which are subject to restrictions: 

(a) pursuant to Community veterinary legislation; or

(b) due to the presence of a serious transmissible disease:

(i) listed in Annex I to Directive 92/119/EEC; or

(ii) laid down in accordance with the second subparagraph.

The measures referred to in point (b)(ii) of the first subparagraph, 
designed to amend non-essential elements of this Regulation by 
supplementing it, shall be adopted in accordance with the regu
latory procedure with scrutiny referred to in Article 52(4).

2. Paragraph 1 shall not apply where animal by-products and 
derived products are dispatched under conditions designed to pre
vent the spread of diseases transmissible to humans or animals. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(5). 

S e c t i o n  4

C a t e g o r i s a t i o n

Article 7

Categorisation of animal by-products and derived products

1. Animal by-products shall be categorised into specific cat
egories which reflect the level of risk to public and animal health 
arising from those animal by-products, in accordance with the 
lists laid down in Articles 8, 9 and 10.

2. Derived products shall be subject to the rules for the spe
cific category of animal by-products from which they have been 
derived, unless otherwise specified in this Regulation, or provided 
for in measures for the implementation of this Regulation which 
may specify the conditions under which derived products are not 
subject to those rules adopted by the Commission.

3. Articles 8, 9 and 10 may be amended in order to take into 
account scientific progress as regards the assessment of the level 
of risk, provided such progress can be identified on the basis of a 
risk assessment carried out by the appropriate scientific institu
tion. However, no animal by-products listed in those Articles may 
be removed from those lists, only changes of categorisation or 
additions may be made.

4. The measures referred to in paragraphs 2 and 3, designed to 
amend non-essential elements of this Regulation, inter alia, by 
supplementing it, shall be adopted in accordance with the regu
latory procedure with scrutiny referred to in Article 52(4).

Article 8

Category 1 material

Category  1 material shall comprise the following animal 
by-products:

(a) entire bodies and all body parts, including hides and skins, of 
the following animals:

(i) animals suspected of being infected by a TSE in accor
dance with Regulation (EC) No  999/2001 or in which 
the presence of a TSE has been officially confirmed;

(ii) animals killed in the context of TSE eradication 
measures;

(iii) animals other than farmed and wild animals, including 
in particular pet animals, zoo animals and circus animals;
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(iv) animals used for experiments as defined by Article 2(d) 
of Directive 86/609/EEC without prejudice to 
Article 3(2) of Regulation (EC) No 1831/2003;

(v) wild animals, when suspected of being infected with dis
eases communicable to humans or animals;

(b) the following material:

(i) specified risk material;

(ii) entire bodies or parts of dead animals containing speci
fied risk material at the time of disposal;

(c) animal by-products derived from animals which have been 
submitted to illegal treatment as defined in Article 1(2)(d) of 
Directive 96/22/EC or Article 2(b) of Directive 96/23/EC;

(d) animal by-products containing residues of other substances 
and environmental contaminants listed in Group B(3) of 
Annex  I to Directive 96/23/EC, if such residues exceed the 
permitted level laid down by Community legislation or, in 
the absence thereof, by national legislation;

(e) animal by-products collected during the treatment of waste 
water required by implementing rules adopted under point (c) 
of the first paragraph of Article 27:

(i) from establishments or plants processing Category  1 
material; or

(ii) from other establishments or plants where specified risk 
material is being removed;

(f) catering waste from means of transport operating 
internationally;

(g) mixtures of Category 1 material with either Category 2 mate
rial or Category 3 material or both.

Article 9

Category 2 material

Category  2 material shall comprise the following animal 
by-products:

(a) manure, non-mineralised guano and digestive tract content;

(b) animal by-products collected during the treatment of waste 
water required by implementing rules adopted under point (c) 
of the first paragraph of Article 27:

(i) from establishments or plants processing Category  2 
material; or

(ii) from slaughterhouses other than those covered by 
Article 8(e);

(c) animal by-products containing residues of authorised sub
stances or contaminants exceeding the permitted levels as 
referred to in Article 15(3) of Directive 96/23/EC;

(d) products of animal origin which have been declared unfit for 
human consumption due to the presence of foreign bodies in 
those products;

(e) products of animal origin, other than Category  1 material, 
that are:

(i) imported or introduced from a third country and fail to 
comply with Community veterinary legislation for their 
import or introduction into the Community except 
where Community legislation allows their import or 
introduction subject to specific restrictions or their 
return to the third country; or

(ii) dispatched to another Member State and fail to comply 
with requirements laid down or authorised by Commu
nity legislation except where they are returned with the 
authorisation of the competent authority of the Mem
ber State of origin;

(f) animals and parts of animals, other than those referred to in 
Article 8 or Article 10,

(i) that died other than by being slaughtered or killed for 
human consumption, including animals killed for dis
ease control purposes;

(ii) foetuses;

(iii) oocytes, embryos and semen which are not destined for 
breeding purposes; and

(iv) dead-in-shell poultry;

(g) mixtures of Category 2 material with Category 3 material;

(h) animal by-products other than Category  1 material or Cat
egory 3 material.

Article 10

Category 3 material

Category  3 material shall comprise the following animal 
by-products:

(a) carcases and parts of animals slaughtered or, in the case of 
game, bodies or parts of animals killed, and which are fit for 
human consumption in accordance with Community legis
lation, but are not intended for human consumption for 
commercial reasons;
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(b) carcases and the following parts originating either from ani
mals that have been slaughtered in a slaughterhouse and were 
considered fit for slaughter for human consumption follow
ing an ante-mortem inspection or bodies and the following 
parts of animals from game killed for human consumption 
in accordance with Community legislation:

(i) carcases or bodies and parts of animals which are 
rejected as unfit for human consumption in accordance 
with Community legislation, but which did not show 
any signs of disease communicable to humans or 
animals;

(ii) heads of poultry;

(iii) hides and skins, including trimmings and splitting 
thereof, horns and feet, including the phalanges and the 
carpus and metacarpus bones, tarsus and metatarsus 
bones, of:

— animals, other than ruminants requiring TSE test
ing, and 

— ruminants which have been tested with a negative 
result in accordance with Article 6(1) of Regulation 
(EC) No 999/2001;

(iv) pig bristles;

(v) feathers;

(c) animal by-products from poultry and lagomorphs slaugh
tered on the farm as referred to in Article 1(3)(d) of Regula
tion (EC) No  853/2004, which did not show any signs of 
disease communicable to humans or animals;

(d) blood of animals which did not show any signs of disease 
communicable through blood to humans or animals 
obtained from the following animals that have been slaugh
tered in a slaughterhouse after having been considered fit for 
slaughter for human consumption following an ante-mortem 
inspection in accordance with Community legislation:

(i) animals other than ruminants requiring TSE testing; and

(ii) ruminants which have been tested with a negative result 
in accordance with Article  6(1) of Regulation (EC) 
No 999/2001;

(e) animal by-products arising from the production of products 
intended for human consumption, including degreased 
bones, greaves and centrifuge or separator sludge from milk 
processing;

(f) products of animal origin, or foodstuffs containing products 
of animal origin, which are no longer intended for human 
consumption for commercial reasons or due to problems of 
manufacturing or packaging defects or other defects from 
which no risk to public or animal health arise;

(g) petfood and feedingstuffs of animal origin, or feedingstuffs 
containing animal by-products or derived products, which 
are no longer intended for feeding for commercial reasons or 
due to problems of manufacturing or packaging defects or 
other defects from which no risk to public or animal health 
arises;

(h) blood, placenta, wool, feathers, hair, horns, hoof cuts and 
raw milk originating from live animals that did not show any 
signs of disease communicable through that product to 
humans or animals;

(i) aquatic animals, and parts of such animals, except sea mam
mals, which did not show any signs of disease communicable 
to humans or animals;

(j) animal by-products from aquatic animals originating from 
establishments or plants manufacturing products for human 
consumption;

(k) the following material originating from animals which did 
not show any signs of disease communicable through that 
material to humans or animals:

(i) shells from shellfish with soft tissue or flesh;

(ii) the following originating from terrestrial animals:

— hatchery by-products, 

— eggs, 

— egg by-products, including egg shells,

(iii) day-old chicks killed for commercial reasons;

(l) aquatic and terrestrial invertebrates other than species patho
genic to humans or animals;

(m) animals and parts thereof of the zoological orders of Roden
tia and Lagomorpha, except Category 1 material as referred 
to in Article  8(a)(iii), (iv) and  (v) and Category  2 material as 
referred to in Article 9(a) to (g);

(n) hides and skins, hooves, feathers, wool, horns, hair and fur 
originating from dead animals that did not show any signs of 
disease communicable through that product to humans or 
animals, other than those referred to in point  (b) of this 
Article;

(o) adipose tissue from animals which did not show any signs of 
disease communicable through that material to humans or 
animals, which were slaughtered in a slaughterhouse and 
which were considered fit for slaughter for human consump
tion following an ante-mortem inspection in accordance 
with Community legislation;

(p) catering waste other than as referred to in Article 8(f).
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CHAPTER II

Disposal and use of animal by-products and derived products

S e c t i o n  1

R e s t r i c t i o n s o n u s e

Article  11

Restrictions on use

1. The following uses of animal by-products and derived prod
ucts shall be prohibited: 

(a) the feeding of terrestrial animals of a given species other than 
fur animals with processed animal protein derived from the 
bodies or parts of bodies of animals of the same species;

(b) the feeding of farmed animals other than fur animals with 
catering waste or feed material containing or derived from 
catering waste;

(c) the feeding of farmed animals with herbage, either directly by 
grazing or by feeding with cut herbage, from land to which 
organic fertilisers or soil improvers, other than manure, have 
been applied unless the cutting or grazing takes place after 
the expiry of a waiting period which ensures adequate con
trol of risks to public and animal health and is at least 21 
days; and

(d) the feeding of farmed fish with processed animal protein 
derived from the bodies or parts of bodies of farmed fish of 
the same species.

2. Measures relating to the following may be laid down: 

(a) the checks and controls to be carried out to ensure the appli
cation of the prohibitions referred to in paragraph 1, includ
ing detection methods and tests to be used to verify the 
presence of materials originating from certain species and 
thresholds for insignificant amounts of processed animal 
proteins referred to in points (a) and (d) of paragraph 1 which 
are caused by adventitious and technically unavoidable 
contamination;

(b) the conditions for the feeding of fur animals with processed 
animal protein derived from bodies or parts of bodies of ani
mals of the same species; and

(c) the conditions for the feeding of farmed animals with herb
age from land to which organic fertilisers or soil improvers 
have been applied, in particular a modification of the wait
ing period as referred to in paragraph 1(c).

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

S e c t i o n  2

D i s p o s a l a n d u s e

Article 12

Disposal and use of Category 1 material

Category 1 material shall be:

(a) disposed of as waste by incineration:

(i) directly without prior processing; or

(ii) following processing, by pressure sterilisation if the 
competent authority so requires, and permanent mark
ing of the resulting material;

(b) recovered or disposed of by co-incineration, if the Category 1 
material is waste:

(i) directly without prior processing; or

(ii) following processing, by pressure sterilisation if the 
competent authority so requires, and permanent mark
ing of the resulting material;

(c) in the case of Category 1 material other than material referred 
to in Article 8(a)(i) and (ii), disposed of by processing by pres
sure sterilisation, permanent marking of the resulting mate
rial and burial in an authorised landfill;

(d) in the case of Category 1 material referred to in Article 8(f), 
disposed of by burial in an authorised landfill;

(e) used as a fuel for combustion with or without prior process
ing; or

(f) used for the manufacture of derived products referred to in 
Articles  33, 34 and  36 and placed on the market in accor
dance with those Articles.

Article 13

Disposal and use of Category 2 material

Category 2 material shall be:

(a) disposed of as waste by incineration:

(i) directly without prior processing; or

(ii) following processing, by pressure sterilisation if the 
competent authority so requires, and permanent mark
ing of the resulting material;
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(b) recovered or disposed of by co-incineration, if the Category 2 
material is waste:

(i) directly without prior processing; or

(ii) following processing, by pressure sterilisation if the 
competent authority so requires, and permanent mark
ing of the resulting material;

(c) disposed of in an authorised landfill, following processing by 
pressure sterilisation and permanent marking of the result
ing material;

(d) used for the manufacturing of organic fertilisers or soil 
improvers to be placed on the market in accordance with 
Article  32 following processing by pressure sterilisation, 
when applicable, and permanent marking of the resulting 
material;

(e) composted or transformed into biogas:

(i) following processing by pressure sterilisation and per
manent marking of the resulting material; or

(ii) in the case of manure, digestive tract and its content, 
milk, milk-based products, colostrum, eggs and egg 
products which the competent authority does not con
sider to present a risk for the spread of any serious trans
missible disease, following or without prior processing;

(f) applied to land without processing, in the case of manure, 
digestive tract content separated from the digestive tract, 
milk, milk-based products and colostrum which the compe
tent authority does not consider to present a risk for the 
spread of any serious transmissible disease;

(g) in the case of material originating from aquatic animals, 
ensiled, composted or transformed into biogas;

(h) used as a fuel for combustion with or without prior process
ing; or

(i) used for the manufacture of derived products referred to in 
Articles  33, 34 and  36 and placed on the market in accor
dance with those Articles.

Article 14

Disposal and use of Category 3 material

Category 3 material shall be:

(a) disposed of as waste by incineration, with or without prior 
processing;

(b) recovered or disposed of by co-incineration, with or without 
prior processing, if the Category 3 material is waste;

(c) disposed of in an authorised landfill, following processing;

(d) processed, except in the case of Category  3 material which 
has changed through decomposition or spoilage so as to 
present an unacceptable risk to public or animal health, 
through that product, and used:

(i) for the manufacturing of feed for farmed animals other 
than fur animals, to be placed on the market in accor
dance with Article  31, except in the case of material 
referred to in Article 10(n), (o) and (p);

(ii) for the manufacturing of feed for fur animals, to be 
placed on the market in accordance with Article 36;

(iii) for the manufacturing of pet food, to be placed on the 
market in accordance with Article 35; or

(iv) for the manufacturing of organic fertilisers or soil 
improvers, to be placed on the market in accordance 
with Article 32;

(e) used for the production of raw petfood, to be placed on the 
market in accordance with Article 35;

(f) composted or transformed into biogas;

(g) in the case of material originating from aquatic animals, 
ensiled, composted or transformed into biogas;

(h) in the case of shells from shellfish, other than those referred 
to in Article  2(2)(f), and egg shells, used under conditions 
determined by the competent authority which prevent risks 
arising to public and animal health;

(i) used as a fuel for combustion with or without prior 
processing;

(j) used for the manufacture of derived products referred to in 
Articles  33, 34 and  36 and placed on the market in accor
dance with those Articles;

(k) in the case of catering waste referred to in Article 10(p) pro
cessed by pressure sterilisation or by processing methods 
referred to in point  (b) of the first subparagraph of 
Article 15(1) or composted or transformed into biogas; or

(l) applied to land without processing, in the case of raw milk, 
colostrum and products derived therefrom, which the com
petent authority does not consider to present a risk of any 
disease communicable through those products to humans or 
animals.

Article 15

Implementing measures

1. Measures for the implementation of this Section may be laid 
down relating to the following: 

(a) special conditions for the on-board handling and the disposal 
of material derived from on-board evisceration of fish show
ing signs of disease, including parasites, that are communi
cable to humans;
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(b) processing methods for animal by-products other than pres
sure sterilisation, in particular as regards the parameters to be 
applied for those processing methods, in particular the time, 
temperature, pressure and size of particles;

(c) parameters for the transformation of animal by-products, 
including catering waste, into biogas or compost;

(d) conditions for the incineration and co-incineration of animal 
by-products and derived products;

(e) conditions for the combustion of animal by-products and 
derived products;

(f) conditions for the generation and handling of animal 
by-products referred to in Article 10(c);

(g) ensilage of material originating from aquatic animals;

(h) permanent marking of animal by-products;

(i) the application to land of certain animal by-products, organic 
fertilisers and soil improvers;

(j) the use of certain animal by-products for feeding to farmed 
animals; and

(k) the level of risk to public or animal health with respect to cer
tain material which is considered as unacceptable as referred 
to in Article 14(d).

Those measures designed to amend non-essential elements of this 
Regulation, by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

2. Pending the adoption of rules referred to: 

(a) in points  (c), (f) and  (g) of the first subparagraph of para
graph 1, Member States may adopt or maintain national rules 
for:

(i) the generation and handling of animal by-products 
referred to in Article 10(c);

(ii) the transformation of animal by-products referred to in 
Article 10(p); and

(iii) for the ensilage of material originating from aquatic 
animals;

(b) in point (a) of the first subparagraph of paragraph 1, animal 
by-products referred to therein may be disposed of at sea, 
without prejudice to Community environmental legislation.

S e c t i o n  3

D e r o g a t i o n s

Article 16

Derogations

By way of derogation from Articles  12, 13 and  14, animal 
by-products may be:

(a) in the case of animal by-products referred to in point  (a) of 
the first subparagraph of Article 15(1), handled and disposed 
of in accordance with special conditions laid down pursuant 
to that point;

(b) used for research and other specific purposes in accordance 
with Article 17;

(c) in the case of animal by-products referred to in Article  18, 
used for special feeding purposes in accordance with that 
Article;

(d) in the case of animal by-products referred to in Article  19, 
disposed of in accordance with that Article;

(e) disposed of or used in accordance with alternative methods 
which have been authorised in accordance with Article  20, 
based on parameters which may include pressure sterilisation 
or other requirements of this Regulation or the implement
ing measures thereof;

(f) in the case of Category  2 and Category  3 materials and if 
authorised by the competent authority, used for the prepa
ration and application to land of bio-dynamic preparations as 
referred to in Article  12(1)(c) of Regulation (EC) 
No 834/2007;

(g) in the case of Category  3 material and, if authorised by the 
competent authority, used for feeding to pet animals;

(h) in the case of animal by-products, except for Category  1 
material, which arise in the course of surgical intervention on 
live animals or during birth of animals on farm and, if autho
rised by the competent authority, disposed of on that farm.

Article 17

Research and other specific purposes

1. The competent authority may, by way of derogation from 
Articles  12, 13 and  14, authorise the use of animal by-products 
and derived products for exhibitions, artistic activities, and for 
diagnostic, educational or research purposes under conditions 
which ensure the control of risks to public and animal health. 

Such conditions shall include: 

(a) the prohibition of any subsequent use of the animal 
by-products or derived products for other purposes; and
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(b) the obligation to dispose of the animal by-products or derived 
products safely, or to re-dispatch them to their place of ori
gin, if appropriate.

2. In the case of risks to public and animal health which require 
the adoption of measures for the whole territory of the Commu
nity, in particular in the case of newly emerging risks, harmon
ised conditions for the import and use of the animal by-products 
and derived products referred to in paragraph 1 may be laid down. 
Such conditions may include requirements regarding storage, 
packaging, identification, transport and disposal. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4). 

Article 18

Special feeding purposes

1. The competent authority may, by way of derogation from 
Articles 13 and 14, authorise, under conditions which ensure the 
control of risks to public and animal health, the collection and use 
of Category  2 material, provided that it comes from animals 
which were not killed or did not die as a result of the presence or 
suspected presence of a disease communicable to humans or ani
mals, and of Category 3 material for feeding to: 

(a) zoo animals;

(b) circus animals;

(c) reptiles and birds of prey other than zoo or circus animals;

(d) fur animals;

(e) wild animals;

(f) dogs from recognised kennels or packs of hounds;

(g) dogs and cats in shelters;

(h) maggots and worms for fishing bait.

2. The competent authority may authorise, by way of deroga
tion from Article 12, and in accordance with the conditions laid 
down pursuant to paragraph 3 of this Article: 

(a) the feeding of the Category  1 material referred to in 
Article 8(b)(ii) and of material derived from zoo animals for 
feeding to zoo animals; and

(b) the feeding of the Category  1 material referred to in 
Article  8(b)(ii) to endangered or protected species of 
necrophagous birds and other species living in their natural 
habitat, for the promotion of biodiversity.

3. Measures for the implementation of this Article may be laid 
down relating to the following: 

(a) conditions under which the collection and use as referred to 
in paragraph 1 may be authorised with respect to the move
ment, storage and use of Category  2 material and of Cat
egory  3 material for feeding, including in the case of newly 
emerging risks; and

(b) conditions under which, in certain cases by way of deroga
tion from the obligation laid down in Article 21(1), the feed
ing of Category  1 material as referred to in paragraph  2 of 
this Article may be authorised, including:

(i) the endangered or protected species of necrophagous 
birds and other species in certain Member States to 
which such material may be fed;

(ii) measures to prevent risks to public and animal health.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

Article 19

Collection, transport and disposal

1. The competent authority may, by way of derogation from 
Articles 12, 13, 14 and 21, authorise the disposal: 

(a) by burial of dead pet animals and equidae;

(b) by burning or burial on site or by other means under official 
supervision which prevent the transmission of risks to pub
lic and animal health of Category  1 material referred to in 
Article 8(a)(v) and (b)(ii), Category 2 and Category 3 materi
als in remote areas;

(c) by burning or burial on site or by other means under official 
supervision which prevent the transmission of risks to pub
lic and animal health of Category  1 material referred to in 
Article 8(b)(ii), Category 2 and Category 3 materials in areas 
where access is practically impossible or where access would 
only be possible under circumstances, related to geographi
cal or climatic reasons or due to a natural disaster, which 
would pose a risk to the health and safety of the personnel 
carrying out the collection or where access would necessitate 
the use of disproportionate means of collection;

(d) by means other than burning or burial on site, under official 
supervision, in the case of Category 2 and Category 3 mate
rials which do not pose a risk to public and animal health, 
when the amounts of materials do not exceed a particular 
volume per week, this volume being determined in relation 
to the nature of the activities carried out and the species of 
origin of the animal by-products concerned;
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(e) by burning or burial on site, under conditions which prevent 
the transmission of risks to public and animal health, of ani
mal by-products other than Category  1 material referred to 
in Article  8(a)(i) in the event of an outbreak of a notifiable 
disease, if transport to the nearest plant approved for pro
cessing or disposal of the animal by-products would increase 
the danger of propagation of health risks or, in case of a 
widespread outbreak of an epizootic disease, would mean 
that the disposal capacities of such plants were exceeded; and

(f) by burning or burial on site, under conditions which prevent 
the transmission of risks to public and animal health, of bees 
and apiculture by-products.

2. The animal population of a particular species in the remote 
areas referred to in paragraph  1(b) shall not exceed a maximum 
percentage of the animal population of this species in the Mem
ber State concerned.

3. Member States shall make available to the Commission 
information on: 

(a) the areas that they categorise as remote areas for the purpose 
of applying paragraph 1(b) and the reasons for that categori
sation, and updated information concerning any change to 
such categorisation; and

(b) the use they make of the authorisations provided for in 
points (c) and (d) of paragraph 1 with respect to Category 1 
and Category 2 materials.

4. Measures for the implementation of this Article shall be laid 
down relating to the following: 

(a) conditions aimed at ensuring control of risks to public and 
animal health in the event of burning and burial on site;

(b) the maximum percentage of the animal population as 
referred to in paragraph 2;

(c) the volume of animal by-products, in relation to the nature 
of activities and the species of origin, as referred to in para
graph 1(d); and

(d) the list of diseases referred to in paragraph 1(e).

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

S e c t i o n  4

A l t e r n a t i v e m e t h o d s

Article 20

Authorisation of alternative methods

1. The procedure for authorisation of an alternative method of 
use or disposal of animal by-products or derived products may be 
initiated either by the Commission or, following an application, 
by a Member State or by an interested party, which may repre
sent several interested parties.

2. Interested parties shall send their applications to the com
petent authority of the Member State where they intend to use the 
alternative method. 

The competent authority shall evaluate, within a period of two 
months following receipt of a complete application, whether the 
application complies with the standard format for applications 
referred to in paragraph 10. 

3. The competent authority shall communicate the applica
tions of the Member States and interested parties, together with a 
report on its evaluation to the European Food Safety Authority 
(EFSA) and inform the Commission thereof.

4. When the Commission initiates the procedure for authori
sation, it shall send a report on its evaluation to EFSA.

5. EFSA shall assess, within six months following receipt of a 
complete application, whether the method submitted ensures that 
risks to public or animal health are: 

(a) controlled in a manner which prevents their proliferation 
before disposal in accordance with this Regulation or the 
implementing measures thereof; or

(b) reduced to a degree which is at least equivalent, for the rel
evant category of animal by-products, to the processing 
methods laid down pursuant to point (b) of the first subpara
graph of Article 15(1).

EFSA shall issue an opinion on the application submitted.

6. In duly justified cases where EFSA requests additional infor
mation from applicants, the period provided for in para
graph 5 may be extended. 

After consulting the Commission or the applicant, EFSA shall 
decide on a period within which that information shall be pro
vided to it and inform the Commission and the applicant as 
appropriate of the additional period needed. 

7. Where applicants wish to submit additional information on 
their own initiative, they shall send it directly to EFSA. 

In that case the period provided for in paragraph  5 shall not be 
extended by an additional period. 

8. EFSA shall forward its opinion to the Commission, the 
applicant and the competent authority of the Member State 
concerned.

9. Within three months following receipt of the opinion of 
EFSA and taking account of that opinion, the Commission shall 
inform the applicant of the proposed measure to be adopted in 
accordance with paragraph 11.

10. A standard format for applications for alternative meth
ods shall be adopted in accordance with the advisory procedure 
referred to in Article 52(2).
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11. Following receipt of the opinion of EFSA, the following 
shall be adopted: 

(a) either a measure authorising an alternative method of use or 
disposal of animal by-products or derived products; or

(b) a measure rejecting the authorisation of such an alternative 
method.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

TITLE  II

OBLIGATIONS OF OPERATORS

CHAPTER I

General obligations

S e c t i o n  1

C o l l e c t i o n , t r a n s p o r t a n d t r a c e a b i l i t y

Article 21

Collection and identification as regards category and 
transport

1. Operators shall collect, identify and transport animal 
by-products without undue delay under conditions which prevent 
risks arising to public and animal health.

2. Operators shall ensure that animal by-products and derived 
products are accompanied during transport by a commercial 
document or, when required by this Regulation or by a measure 
adopted in accordance with paragraph 6, by a health certificate. 

By way of derogation from the first subparagraph, the competent 
authority may authorise the transport of manure between two 
points located on the same farm or between farms and users of 
manure within the same Member State without a commercial 
document or health certificate. 

3. Commercial documents and health certificates accompany
ing animal by-products or derived products during transport shall 
at least include information on the origin, the destination and the 
quantity of such products, and a description of the animal 
by-products or derived products and their marking, when such 
marking is required by this Regulation. 

However, for animal by-products and derived products trans
ported within the territory of a Member State, the competent 
authority of the Member State concerned may authorise transmis
sion of the information referred to in the first subparagraph by 
way of an alternative system. 

4. Operators shall collect, transport and dispose of Category 3 
catering waste, in accordance with national measures foreseen in 
Article 13 of Directive 2008/98/EC.

5. The following shall be adopted in accordance with the regu
latory procedure referred to in Article 52(3): 

(a) models for commercial documents which are required to 
accompany animal by-products during transport; and

(b) models for health certificates and the conditions governing 
the way they must accompany animal by-products and 
derived products during transport.

6. Measures for the implementation of this Article may be laid 
down relating to the following: 

(a) cases where a health certificate is required, having regard to 
the level of risk to public and animal health arising from cer
tain derived products;

(b) cases where, by way of derogation from the first subpara
graph of paragraph  2 and having regard to the low level of 
risk to public and animal health arising from certain animal 
by-products or derived products, transport of derived prod
ucts may take place without the documents or certificates 
referred to in that paragraph;

(c) requirements for the identification, including labelling, and 
for the separation of different categories of animal 
by-products during transport; and

(d) conditions to prevent risks to public and animal health aris
ing during the collection and transport of animal 
by-products, including conditions for the safe transport of 
those products with respect to containers, vehicles and pack
aging material.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

Article 22

Traceability

1. Operators consigning, transporting or receiving animal 
by-products or derived products shall keep a record of consign
ments and related commercial documents or health certificates. 

However, the first subparagraph shall not apply when an autho
risation to transport animal by-products or derived products 
without commercial documents or health certificates has been 
granted in accordance with the second subparagraph of 
Article  21(2) or in accordance with implementing measures 
adopted under Article 21(6)(b). 
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2. The operators referred to in paragraph 1 shall have in place 
systems and procedures to identify: 

(a) the other operators to which their animal by-products or 
derived products have been supplied; and

(b) the operators from whom they have been supplied.

This information shall be made available to the competent 
authorities on request.

3. Measures for the implementation of this Article may be 
adopted in accordance with the regulatory procedure referred to 
in Article 52(3), in particular on: 

(a) the information to be made available to the competent 
authorities;

(b) the period of time during which this information must be 
kept.

S e c t i o n  2

R e g i s t r a t i o n a n d a p p r o v a l

Article 23

Registration of operators, establishments or plants

1. With a view to registration, operators shall: 

(a) before commencing operations, notify the competent 
authority of any establishments or plants under their control 
which are active at any stage of the generation, transport, 
handling, processing, storage, placing on the market, distri
bution, use or disposal of animal by-products and derived 
products;

(b) provide the competent authority with information on:

(i) the category of animal by-products or derived products 
under their control;

(ii) the nature of the operations performed using animal 
by-products or derived products as starting material.

2. Operators shall provide the competent authority with up-to-
date information on any establishments or plants under their con
trol as referred to in point  (a) of paragraph  1, including any 
significant change in activities such as any closure of an existing 
establishment or plant.

3. Detailed rules regarding registration as referred to in para
graph 1 may be adopted in accordance with the regulatory pro
cedure referred to in Article 52(3).

4. By way of derogation from paragraph  1, no notification 
with a view to registration shall be required for activities with 
respect to which establishments generating animal by-products 
have already been approved or registered in accordance with 
Regulation (EC) No 852/2004 or Regulation (EC) No 853/2004; 
and for activities with respect to which establishments or plants 
have already been approved in accordance with Article 24 of this 
Regulation. 

The same derogation shall apply for the activities involving the 
generation of animal by-products on site only, which are carried 
out on farms or other premises where animals are kept, bred or 
taken care of. 

Article 24

Approval of establishments or plants

1. Operators shall ensure that establishments or plants under 
their control are approved by the competent authority, where 
such establishments or plants carry out one or more of the fol
lowing activities: 

(a) processing of animal by-products by pressure sterilisation, by 
processing methods referred to in point  (b) of the first sub
paragraph of Article 15(1) or by alternative methods autho
rised in accordance with Article 20;

(b) disposal, as waste, by incineration of animal by-products and 
derived products, excluding establishments or plants which 
have a permit to operate in accordance with Directive 
2000/76/EC;

(c) disposal or recovery of animal by-products and derived prod
ucts, if they are waste, by co-incineration, excluding estab
lishments or plants which have a permit to operate in 
accordance with Directive 2000/76/EC;

(d) use of animal by-products and derived products as fuel for 
combustion;

(e) manufacturing of pet food;

(f) manufacturing of organic fertilisers and soil improvers;

(g) transformation of animal by-products and/or derived prod
ucts into biogas or compost;

(h) handling of animal by-products after their collection, by way 
of operations such as sorting, cutting, chilling, freezing, salt
ing, removal of hides and skins or of specified risk material;

(i) storage of animal by-products;

(j) storage of derived products intended to be:

(i) disposed of by landfill or incineration or intended to be 
recovered or disposed of by co-incineration;

(ii) used as fuel for combustion;

(iii) used as feed, excluding establishments or plants 
approved or registered in accordance with Regulation 
(EC) No 183/2005;

(iv) used as organic fertilisers and soil improvers, excluding 
storage at a place of direct application.
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2. The approval referred to in paragraph 1 shall specify if the 
establishment or plant is approved for operations with animal 
by-products and/or derived products of: 

(a) a particular category referred to in Articles 8, 9 or 10; or

(b) more than one category referred to in Articles  8, 9 or  10, 
indicating if such operations are carried out:

(i) permanently under conditions of strict separation which 
prevent any risk to public and animal health; or

(ii) temporarily under conditions which prevent contamina
tion, in response to a shortage of capacity for such prod
ucts arising due to:

— a widespread outbreak of an epizootic disease, or 

— other extraordinary and unforeseen circumstances.

Article 25

General hygiene requirements

1. Operators shall ensure that establishments or plants under 
their control carrying out the activities referred to in 
Article 24(1)(a) and (h): 

(a) are constructed in a way permitting their effective cleaning 
and disinfection and where appropriate the construction of 
floors facilitates the draining of liquids;

(b) have access to adequate facilities for personal hygiene such as 
lavatories, changing rooms and washbasins for staff;

(c) have appropriate arrangements for protection against pests, 
such as insects, rodents and birds;

(d) keep installations and equipment in good condition and 
ensure that measuring equipment is calibrated regularly; and

(e) have appropriate arrangements for the cleaning and the dis
infection of containers and vehicles in place to avoid risks of 
contamination.

2. Any person working in the establishment or plant referred 
to in paragraph 1 shall wear suitable, clean and, where necessary, 
protective clothing. 

Where appropriate in a particular establishment or plant: 

(a) persons working in the unclean sector shall not enter the 
clean sector without first changing their work clothes and 
shoes or without having disinfected them;

(b) equipment and machinery shall not be moved from the 
unclean to the clean sector without first being cleaned and 
disinfected; and

(c) the operator shall establish a procedure relating to the move
ments of persons in order to monitor their movements and 
describe the correct use of footbaths and wheel baths.

3. In establishments or plants carrying out the activities 
referred to in Article 24(1)(a): 

(a) animal by-products shall be handled in such a way as to 
avoid risks of contamination;

(b) animal by-products shall be processed as soon as possible. 
After processing, derived products shall be handled and 
stored in such a way as to avoid risks of contamination;

(c) where appropriate, during any processing applied to animal 
by-products and derived products every part of the animal 
by-product and derived products shall be treated to a given 
temperature for a given period of time and risks of 
re-contamination shall be prevented;

(d) the operators shall check regularly the applicable parameters, 
particularly temperature, pressure, time, size of particles, 
where appropriate by automatic devices;

(e) cleaning procedures shall be established and documented for 
all parts of the establishments or plants.

Article 26

Handling of animal by-products within food businesses

1. The treatment, processing or storage of animal by-products 
in establishments or plants approved or registered in accordance 
with Article 4 of Regulation (EC) No 853/2004 or in accordance 
with Article  6 of Regulation (EC) No  852/2004 shall be carried 
out under conditions which prevent cross-contamination and if 
appropriate in a dedicated part of the establishment or plant.

2. Raw materials for the production of gelatine and collagen 
not intended for human consumption may be stored, treated or 
processed in the establishments specifically authorised in accor
dance with Regulation (EC) No 853/2004, Annex III, Section XIV, 
Chapter I, point 5, and Section XV, Chapter I, point 5, provided 
the transmission of disease risk is prevented by segregation of 
such raw materials from the raw materials for the production of 
products of animal origin.

3. Paragraphs  1 and  2 shall apply without prejudice to more 
specific requirements laid down in Community veterinary 
legislation.

Article 27

Implementing measures

Measures for the implementation of this Section and Section 1 of 
this Chapter shall be laid down relating to the following:

(a) infrastructure and equipment requirements applicable within 
establishments or plants;
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(b) hygiene requirements applicable to all types of handling of 
animal by-products and derived products, including mea
sures modifying hygiene requirements for establishments or 
plants referred to in Article 25(1);

(c) conditions and technical requirements for the handling, treat
ment, transformation, processing and storage of animal 
by-products or derived products and conditions for treat
ment of waste water;

(d) evidence to be presented by the operator for the purpose of 
validation of the treatment, transformation and processing of 
animal by-products or derived products, on their ability to 
prevent public and animal health risks;

(e) conditions for the handling of animal by-products or derived 
products of more than one category referred to in Articles 8, 
9 or 10 in the same establishment or plant:

(i) where such operations are carried out separately;

(ii) where such operations are carried out temporarily in 
certain circumstances;

(f) conditions for the prevention of cross-contamination when 
animal by-products are stored, treated or processed in a dedi
cated part of an establishment or plant referred to in 
Article 26;

(g) standard transformation parameters for biogas and compost
ing plants;

(h) requirements applicable to the incineration or 
co-incineration in plants of high and low capacity as referred 
to in Article 24(1)(b) and (c); and

(i) requirements applicable to the combustion of animal 
by-products and derived products as referred to in 
Article 24(1)(d).

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

S e c t i o n  3

O w n c h e c k s a n d h a z a r d a n a l y s i s a n d 
c r i t i c a l c o n t r o l p o i n t s

Article 28

Own checks

Operators shall put in place, implement and maintain own checks 
in their establishments or plants in order to monitor compliance 
with this Regulation. They shall ensure that no animal by-products 
or derived products suspected or discovered not to comply with 
this Regulation leave the establishment or plant, unless destined 
for disposal.

Article 29

Hazard analysis and critical control points

1. Operators carrying out one of the following activities shall 
put in place, implement and maintain a permanent written pro
cedure or procedures based on the hazard analysis and critical 
control points (HACCP) principles for the: 

(a) processing of animal by-products;

(b) transformation of animal by-products into biogas and 
compost;

(c) handling and storage of more than one category of animal 
by-products or derived products in the same establishment or 
plant;

(d) manufacturing of pet food.

2. Operators as specified in paragraph 1 shall in particular: 

(a) identify any hazards that must be prevented, eliminated or 
reduced to acceptable levels;

(b) identify the critical control points at the step or steps at which 
control is essential to prevent or eliminate a hazard or reduce 
it to acceptable levels;

(c) establish critical limits at critical control points which sepa
rate acceptability from unacceptability, for the prevention, 
elimination or reduction of identified hazards;

(d) establish and implement effective monitoring procedures at 
critical control points;

(e) establish corrective action when monitoring indicates that a 
critical control point is not under control;

(f) establish procedures to verify that the measures outlined in 
points (a) to (e) are complete and working effectively. Verifi
cation procedures shall be carried out regularly;

(g) establish documents and records commensurate with the 
nature and size of the businesses to demonstrate the effective 
application of the measures set out in points (a) to (f).

3. When any modification is made to a product, process or 
any stage of production, processing, storage or distribution, 
operators shall review their procedures and make the necessary 
changes.

4. Measures to facilitate the implementation of this Article 
may be adopted in accordance with the regulatory procedure 
referred to in Article 52(3).
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Article 30

National guides to good practice

1. Where necessary, competent authorities shall encourage the 
development, dissemination and voluntary use of national guides 
to good practice in particular for the application of HACCP prin
ciples as referred to in Article 29. Operators may use such guides 
on a voluntary basis.

2. The competent authority shall assess national guides to 
ensure that: 

(a) they have been developed in consultation with representa
tives of parties whose interests may be substantially affected, 
and have been disseminated by sectors of operators; and

(b) their contents are practicable for the sectors to which they 
refer.

CHAPTER II

Placing on the market

S e c t i o n  1

A n i m a l b y - p r o d u c t s a n d d e r i v e d p r o d u c t s 
f o r f e e d i n g t o f a r m e d a n i m a l s e x c l u d i n g 

f u r a n i m a l s

Article 31

Placing on the market

1. Animal by-products and derived products destined for feed
ing to farmed animals, excluding fur animals, may only be placed 
on the market provided: 

(a) they are or they are derived from Category 3 material other 
than material referred to in Article 10(n), (o) and (p);

(b) they have been collected or processed, as applicable, in accor
dance with the conditions for pressure sterilisation or other 
conditions to prevent risks arising to public and animal 
health in accordance with measures adopted pursuant to 
Article 15 and any measures which have been laid down in 
accordance with paragraph 2 of this Article; and

(c) they come from approved or registered establishments or 
plants, as applicable for the animal by-product or derived 
product concerned.

2. Measures for the implementation of this Article may be laid 
down relating to the public and animal health conditions for the 
collection, processing and treatment of animal by-products and 
derived products referred to in paragraph 1. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4). 

S e c t i o n  2

O r g a n i c f e r t i l i s e r s a n d s o i l i m p r o v e r s

Article 32

Placing on the market and use

1. Organic fertilisers and soil improvers may be placed on the 
market and used provided: 

(a) they are derived from Category 2 or Category 3 material;

(b) they have been produced in accordance with the conditions 
for pressure sterilisation or with other conditions to prevent 
risks arising to public and animal health, in accordance with 
the requirements laid down pursuant to Article  15 and any 
measures which have been laid down in accordance with 
paragraph 3 of this Article;

(c) they come from approved or registered establishments or 
plants, as applicable; and

(d) in the case of meat-and-bone meal derived from Category 2 
material and processed animal proteins intended to be used 
as or in organic fertilisers and soil improvers, they have been 
mixed with a component to exclude the subsequent use of 
the mixture for feeding purposes and marked when required 
by measures adopted under paragraph 3.

In addition, digestion residues from transformation into biogas or 
compost may be placed on the market and used as organic ferti
lisers or soil improvers.

Member States may adopt or maintain national rules imposing 
additional conditions for or restricting the use of organic fertilis
ers and soil improvers, provided that such rules are justified on 
grounds of the protection of public and animal health.

2. By way of derogation from point  (d) of paragraph  1, mix
ing shall not be required for materials whose use for feeding pur
poses is excluded due to their composition or packaging.

3. Measures for the implementation of this Article may be laid 
down relating to the following: 

(a) public and animal health conditions for the production and 
use of organic fertilisers and soil improvers;

(b) components or substances for the marking of organic fertil
isers or soil improvers;

(c) components to be mixed with organic fertilisers or soil 
improvers;

(d) supplementary conditions, such as the methods to be used 
for marking and the minimum proportions to be observed 
when preparing the mixture, in order to exclude the use of 
such fertilisers or soil improvers for feeding purposes; and
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(e) cases where the composition or packaging allows the mate
rials to be exempted from the mixing requirement.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

S e c t i o n  3

D e r i v e d p r o d u c t s r e g u l a t e d b y c e r t a i n 
o t h e r C o m m u n i t y l e g i s l a t i o n

Article 33

Placing on the market

Operators may place on the market the following derived 
products:

(a) cosmetic products as defined in Article  1(1) of Directive 
76/768/EEC;

(b) active implantable medical devices as defined in 
Article 1(2)(c) of Directive 90/385/EEC;

(c) medical devices as defined in Article  1(2)(a) of Directive 
93/42/EEC;

(d) in vitro diagnostic medical devices as defined in 
Article 1(2)(b) of Directive 98/79/EC;

(e) veterinary medicinal products as defined in Article  1(2) of 
Directive 2001/82/EC;

(f) medicinal products as defined in Article  1(2) of Directive 
2001/83/EC.

Article 34

Manufacture

1. The import, collection and movement of animal 
by-products and derived products destined for establishments or 
plants for the manufacture of the derived products referred to in 
Article 33 and the manufacture of those derived products shall be 
carried out in accordance with the Community legislation referred 
to in that Article. 

Unused material from such establishments or plants shall be dis
posed of in accordance with that legislation. 

2. However, this Regulation shall apply where the Community 
legislation referred to in Article  33 does not provide for condi
tions controlling potential risks to public and animal health in 
accordance with the objectives of this Regulation.

S e c t i o n  4

O t h e r d e r i v e d p r o d u c t s

Article 35

Placing on the market of pet food

Operators may place pet food on the market provided:

(a) the products are derived:

(i) from Category 3 material, other than material referred to 
in Article 10(n), (o) and (p);

(ii) in the case of imported pet food or of pet food produced 
from imported materials, from Category  1 material 
referred to in Article  8(c), subject to conditions laid 
down pursuant to point  (a) of the first paragraph of 
Article 40; or

(iii) in the case of raw petfood, from material referred to in 
Article 10(a) and (b)(i) and (ii); and

(b) they ensure the control of risks to public and animal health 
by safe treatment in accordance with Article 38, where safe 
sourcing in accordance with Article 37 does not ensure suf
ficient control.

Article 36

Placing on the market of other derived products

Operators may place on the market derived products, other than 
the products referred to in Articles 31, 32, 33 and 35, provided:

(a) those products are:

(i) not intended for use for the feeding to farmed animals 
or for application to land from which such animals are 
to be fed; or

(ii) intended for feeding to fur animals; and

(b) they ensure the control of risks to public and animal health 
by:

(i) safe sourcing in accordance with Article 37;

(ii) safe treatment in accordance with Article 38, where safe 
sourcing does not ensure sufficient control; or

(iii) verifying that the products are only used for safe end 
uses in accordance with Article 39 where safe treatment 
does not ensure sufficient control.
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Article 37

Safe sourcing

1. Safe sourcing shall include the use of material: 

(a) from which no unacceptable risks to public and animal 
health arise;

(b) which has been collected and transported from the point of 
collection to the manufacturing establishment or plant under 
conditions which exclude risks to public and animal health; 
or

(c) which has been imported into the Community and trans
ported from the point of first entry to the manufacturing 
establishment or plant under conditions which exclude risks 
to public and animal health.

2. For the purpose of safe sourcing, operators shall provide 
documentation of the requirements of paragraph  1, including, 
where necessary, proof of the safety of bio-security measures 
taken in order to exclude risks arising to public and animal health 
from starting material. 

Such documentation shall be kept available to the competent 
authority upon request. 

In the case referred to in point  (c) of paragraph  1, the consign
ments shall be accompanied by a health certificate corresponding 
to a model adopted in accordance with the regulatory procedure 
referred to in Article 52(3). 

Article 38

Safe treatment

Safe treatment shall include application of a manufacturing pro
cess to the material used which reduces to an acceptable level 
risks to public and animal health arising from the material used 
or from other substances resulting from the manufacturing 
process.

It shall be ensured that the derived product poses no unaccept
able risks to public and animal health, in particular by means of 
testing of the end product.

Article 39

Safe end uses

Safe end uses shall include the use of derived products:

(a) under conditions which pose no unacceptable risks to public 
and animal health; or

(b) which may pose a risk to public and animal health, for spe
cific purposes provided that such use is justified by objectives 
set out in Community legislation, in particular for the pro
tection of public and animal health.

Article 40

Implementing measures

Measures for the implementation of this Section may be laid down 
relating to the following:

(a) conditions for the placing on the market of imported pet 
food or of pet food produced from imported materials, from 
Category 1 material referred to in Article 8(c);

(b) conditions for the safe sourcing and movement of material to 
be used under conditions which exclude risks to public and 
animal health;

(c) documentation as referred to in the first subparagraph of 
Article 37(2);

(d) parameters for the manufacturing process as referred to in 
the first paragraph of Article 38, in particular as regards the 
application of physical or chemical treatments to the mate
rial used;

(e) testing requirements applicable to the end product; and

(f) conditions for the safe use of derived products which pose a 
risk to public or animal health.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

CHAPTER III

Import, transit and export

Article 41

Import and transit

1. Animal by-products and derived products shall be imported 
into, or sent in transit through, the Community in accordance 
with: 

(a) the relevant requirements of this Regulation and the imple
menting measures thereof for the particular animal 
by-product or derived product which are at least as stringent 
as those applicable to the production and marketing of such 
animal by-products or derived products within the 
Community;

(b) conditions recognised to be at least equivalent to the require
ments applicable to the production and marketing of such 
animal by-products or derived products under Community 
legislation; or

(c) in the case of animal by-products and derived products 
referred to in Articles 33, 35 and 36, the requirements set out 
in those Articles.
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The measures referred to in point  (b) of the first subparagraph, 
designed to amend non-essential elements of this Regulation by 
supplementing it, shall be adopted in accordance with the regu
latory procedure with scrutiny referred to in Article 52(4).

2. By way of derogation from paragraph  1, the import and 
transit of: 

(a) specified risk material shall take place only in accordance 
with Regulation (EC) No 999/2001;

(b) animal by-products or derived products mixed or contami
nated with any waste listed as hazardous in Decision 
2000/532/EC shall take place only subject to the require
ments of Regulation (EC) No 1013/2006;

(c) Category  1 material, Category  2 material and products 
derived therefrom which are not intended for the manufac
ture of derived products referred to in Articles 33, 35 and 36, 
shall only take place provided that rules for their import have 
been adopted in accordance with Article 42(2)(a);

(d) animal by-products and derived products destined for the 
purposes referred to in Article 17(1) shall take place in accor
dance with national measures which ensure the control of 
risks to public and animal health, pending the adoption of 
harmonised conditions referred to in Article 17(2).

3. In the case of import and transit of Category 3 material and 
products derived therefrom, the relevant requirements as referred 
to in point  (a) of the first subparagraph of paragraph  1 shall be 
laid down. 

Those requirements may specify that consignments: 

(a) must come from a third country or part of a third country 
listed in accordance with paragraph 4;

(b) must come from establishments or plants approved or reg
istered by the competent authority of the third country of 
origin and listed by that authority for that purpose; and

(c) must be accompanied at the point of entry into the Commu
nity where the veterinary checks take place by documenta
tion such as a commercial document or a health certificate 
and where appropriate by a declaration, which corresponds 
to a model laid down pursuant to point  (d) of the first sub
paragraph of Article 42(2).

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

Pending the adoption of the requirements referred to in points (a) 
and  (c) of the second subparagraph, the Member States shall 
specify those requirements in national measures.

4. Lists of third countries or parts of third countries from 
which animal by-products or derived products may be imported 
or transit through the Community shall be drawn up in accor
dance with the regulatory procedure referred to in Article 52(3), 
taking into account in particular: 

(a) the legislation of the third country;

(b) the organisation of the competent authority and its inspec
tion services in the third country, the powers of those ser
vices, the supervision to which they are subject, and their 
authority to monitor effectively the application of their 
legislation;

(c) the actual health conditions applied to the production, manu
facture, handling, storage and dispatch of products of animal 
origin intended for the Community;

(d) the assurances the third country can give regarding compli
ance with the relevant health conditions;

(e) experience of marketing the product from the third country 
and the results of import checks carried out;

(f) the result of any Community inspections in the third country;

(g) the health status of the livestock, other domestic animals and 
wildlife  in the third country, having particular regard to 
exotic animal diseases and any aspects of the general health 
situation in the country which might pose a risk to public or 
animal health in the Community;

(h) the regularity and speed with which the third country sup
plies information about the existence of infectious animal 
diseases in its territory, in particular the diseases listed in the 
Terrestrial Animal Health Code and the Aquatic Animal 
Health Code of the World Organisation for Animal Health;

(i) the regulations on the prevention and control of infectious 
animal diseases in force in the third country and their imple
mentation, including rules on imports from other third 
countries.

The lists of establishments or plants referred to in point (b) of the 
second subparagraph of paragraph 3 shall be kept up to date and 
communicated to the Commission and the Member States and 
made available to the public.

Article 42

Implementing measures

1. Measures for the implementation of Article 41 which may 
exclude animal by-products or derived products manufactured in 
certain establishments or plants from import or transit in order to 
protect public or animal health shall be adopted in accordance 
with the regulatory procedure referred to in Article 52(3).
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2. Other measures for the implementation of Article 41 shall 
be laid down relating to the following: 

(a) conditions for the import and transit of Category 1 and Cat
egory 2 materials and for products derived therefrom;

(b) restrictions regarding public or animal health applicable to 
imported Category 3 material or products derived therefrom 
which may be laid down by reference to Community lists of 
third countries or parts of third countries drawn up in accor
dance with Article 41(4) or for other public or animal health 
purposes;

(c) conditions for the manufacture of animal by-products or 
derived products in establishments or plants in third coun
tries; such conditions may include the arrangements for con
trols of such establishments or plants by the competent 
authority concerned and may exempt certain types of estab
lishments or plants handling animal by-products or derived 
products from approval or registration as referred to in 
point (b) of the second subparagraph of Article 41(3); and

(d) models for health certificates, commercial documents and 
declarations which are to accompany consignments, specify
ing the conditions under which it can be stated that the ani
mal by-products or derived products concerned have been 
collected or manufactured in accordance with the require
ments of this Regulation.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

Article 43

Export

1. The export of animal by-products and derived products des
tined for incineration or landfill shall be prohibited.

2. The export of animal by-products and derived products to 
third countries which are not members of the OECD for use in a 
biogas or composting plant shall be prohibited.

3. Category  1 material, Category  2 material and products 
derived therefrom shall only be exported for purposes other than 
those referred to in paragraphs  1 and  2 provided that rules for 
their export have been laid down. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4). 

4. Article  12 of Regulation (EC) No  178/2002 concerning 
food and feed exported from the Community shall apply mutatis 
mutandis to the export of Category 3 material or products derived 
therefrom in compliance with this Regulation.

5. By way of derogation from paragraphs 3 and 4, the export 
of: 

(a) specified risk material shall take place only in accordance 
with Regulation (EC) No 999/2001;

(b) animal by-products or derived products mixed or contami
nated with any waste listed as hazardous in Decision 
2000/532/EC shall take place only subject to the require
ments of Regulation (EC) No 1013/2006.

TITLE  III

OFFICIAL CONTROLS AND FINAL PROVISIONS

CHAPTER I

Official controls

Article 44

Procedure for approval

1. The competent authority shall approve establishments or 
plants only where an on site visit, prior to start-up of any activity, 
has demonstrated that they meet the relevant requirements laid 
down in accordance with Article 27.

2. The competent authority may grant conditional approval if 
it appears, from the on site visit, that the establishment or plant 
meets all the infrastructure and equipment requirements with a 
view to ensuring the application of the operational procedures in 
compliance with this Regulation. It shall grant full approval only 
if it appears, from another on site visit carried out within three 
months of granting conditional approval, that the establishment 
or plant meets the other requirements referred to in paragraph 1. 
If clear progress has been made, but the establishment or plant 
still does not meet all of these requirements, the competent 
authority may extend conditional approval. However, conditional 
approval shall not exceed a total of six months.

3. Operators shall ensure that an establishment or plant ceases 
to operate if the competent authority withdraws its approval or 
in the case of conditional approval fails to extend it or to grant full 
approval.

Article 45

Official controls

1. Without prejudice to Article  5, the competent authority 
shall at regular intervals carry out official controls and supervi
sion of the handling of animal by-products and derived products 
falling within the scope of this Regulation.

2. Articles  41 and  42 of Regulation (EC) No  882/2004 shall 
apply mutatis mutandis to official controls carried out to verify 
compliance with this Regulation.
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3. The competent authority may take into account adherence 
to guides to good practice, when carrying out its official controls.

4. Detailed arrangements for implementing this Article, 
including rules concerning the reference methods for microbio
logical analyses, may be laid down. 

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4). 

Article 46

Suspensions, withdrawals and prohibitions on operations

1. If the official controls and supervision carried out by the 
competent authority reveal that one or more of the requirements 
of this Regulation are not met, it shall take appropriate action. 

The competent authority shall in particular, as appropriate to the 
nature and to the gravity of the deficiencies and to the potential 
risks for public and animal health: 

(a) suspend approvals of establishments or plants approved pur
suant to this Regulation, if:

(i) the conditions for approving or operating the establish
ment or plant are no longer fulfilled;

(ii) the operator can be expected to remedy the deficiencies 
within a reasonable period of time; and

(iii) the potential risks to public and animal health do not 
require action in accordance with point (b);

(b) withdraw approvals of establishments or plants approved 
pursuant to this Regulation, if:

(i) the conditions for approving or operating the establish
ment or plant are no longer fulfilled; and

(ii) the operator cannot be expected to remedy the deficien
cies within a reasonable period of time:

— for reasons relating to the infrastructure of the 
establishment or plant, 

— for reasons relating to the personal capacity of the 
operator or the staff under his supervision, or 

— because of serious risks to public and animal health 
requiring major adjustments to the operation of the 
establishment or plant before the operator may 
apply for re-approval;

(c) impose specific conditions on establishments or plants in 
order to rectify existing deficiencies.

2. The competent authority shall, as appropriate to the nature 
and to the gravity of the deficiencies and to the potential risks for 
public and animal health, temporarily or permanently prohibit 
operators referred to in Articles  23(1) and  (3) and Article  24(1) 
from carrying out operations under this Regulation, as appropri
ate, following receipt of information indicating: 

(a) that the requirements of Community legislation are not met; 
and

(b) potential risks to public or animal health arising from such 
operations.

Article 47

Lists

1. Each Member State shall draw up a list of establishments, 
plants and operators which have been approved or registered in 
accordance with this Regulation within its territory. 

It shall assign an official number to each approved or registered 
establishment, plant or operator, which identifies the establish
ment, plant or operator with respect to the nature of its activities. 

Member States shall indicate, if applicable, an official number 
which has been assigned to the establishment, plant or operator 
under other Community legislation. 

Member States shall make the lists of approved or registered 
establishments, plants and operators available to the Commission 
and other Member States. 

Member States shall keep up-to-date the lists of approved or reg
istered establishments, plants and operators and make them avail
able to other Member States and to the public. 

2. Measures for the implementation of this Article may be laid 
down in accordance with the regulatory procedure referred to in 
Article 52(3), in particular on: 

(a) the format for the lists referred to in paragraph 1; and

(b) the procedure for making the lists referred to in paragraph 1 
available.

Article 48

Controls for dispatch to other Member States

1. Where an operator intends to dispatch Category 1 material, 
Category  2 material and meat-and-bone meal or animal fat 
derived from Category  1 and Category  2 materials to another 
Member State, it shall inform the competent authority of the 
Member State of origin and the competent authority of the Mem
ber State of destination. 

The competent authority of the Member State of destination shall 
decide upon application by the operator, within a specified time 
period: 

(a) to refuse receipt of the consignment;

(b) to accept the consignment unconditionally; or
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(c) to make receipt of the consignment subject to the following 
conditions:

(i) if the derived products have not undergone pressure 
sterilisation, it must undergo such treatment; or

(ii) the animal by-products or derived products must com
ply with any conditions for the dispatch of the consign
ment which are justified for the protection of public and 
animal health in order to ensure that animal by-products 
and derived products are handled in accordance with 
this Regulation.

2. Formats for applications by operators referred to in para
graph 1 may be adopted in accordance with the regulatory pro
cedure referred to in Article 52(3).

3. The competent authority of the Member State of origin shall 
inform the competent authority of the Member State of destina
tion, by means of the Traces system in accordance with Decision 
2004/292/EC, of the dispatch of each consignment sent to the 
Member State of destination, of 

(a) animal by-products or derived products referred to in 
paragraph 1;

(b) processed animal protein derived from Category 3 material.

When informed of the dispatch, the competent authority of the 
Member State of destination shall inform the competent author
ity of the Member State of origin of the arrival of each consign
ment by means of the Traces system.

4. Category 1 and Category 2 materials, meat-and-bone meal 
and animal fat referred to in paragraph  1 shall be transported 
directly to the establishment or plant of destination, which must 
have been registered or approved in accordance with Articles 23, 
24 and 44 or, in the case of manure, to the farm of destination.

5. When animal by-products or derived products are sent to 
other Member States via the territory of a third country, they shall 
be sent in consignments which have been sealed in the Member 
State of origin and shall be accompanied by a health certificate. 

The sealed consignments shall re-enter the Community only via a 
border inspection post, in accordance with Article 6 of Directive 
89/662/EEC. 

6. By way of derogation from paragraphs  1 to  5, animal 
by-products or derived products referred to therein which have 
been mixed or contaminated with any waste listed as hazardous 
in Decision 2000/532/EC shall be sent to other Member States 
only subject to the requirements of Regulation (EC) 
No 1013/2006.

7. Measures for the implementation of this Article may be 
adopted relating to the following: 

(a) a specified time period for the decision of the competent 
authority as referred to in paragraph 1;

(b) supplementary conditions for the dispatch of animal 
by-products or derived products referred to in paragraph 4;

(c) models for the health certificates which have to accompany 
consignments sent in accordance with paragraph 5; and

(d) conditions under which animal by-products or derived prod
ucts intended to be used for exhibitions, artistic activities, for 
diagnostic, educational or research purposes may be sent to 
other Member States, by way of derogation from paragraph 1 
to 5 of this Article.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

8. Measures for the implementation of this Article may specify 
the conditions subject to which, by way of derogation from para
graphs 1 to 4, the competent authorities may allow: 

(a) the dispatch of manure transported between two points 
located on the same farm or between farms located in the 
border regions of Member States sharing a common border;

(b) the dispatch of other animal by-products transported 
between establishments or plants located in the border 
regions of Member States sharing a common border; and

(c) the transport of a dead pet animal for incineration to an 
establishment or plant located in the border region of another 
Member State sharing a common border.

Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 52(4).

Article 49

Community controls in Member States

1. Experts from the Commission may make on-the-spot 
checks, in cooperation with the competent authorities of Mem
ber States, in so far as is necessary for the uniform application of 
this Regulation. 

The Member State on whose territory the checks are made shall 
provide the experts with all the assistance necessary for carrying 
out their duties. 

The Commission shall inform the competent authority of the 
results of the checks made. 

2. Measures for the implementation of this Article may be 
adopted in accordance with the regulatory procedure referred to 
in Article  52(3), in particular on the procedure for the coopera
tion with national authorities.
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Article 50

Application of Regulation (EC) No 882/2004 for the 
purposes of certain controls

1. Article  46 of Regulation (EC) No  882/2004 shall apply 
mutatis mutandis to Community controls in third countries car
ried out to verify compliance with this Regulation.

2. Article 50(1)(a) of Regulation (EC) No 882/2004 shall apply 
mutatis mutandis to the phased introduction of the requirements 
of Article 41(3) of this Regulation.

3. Article  52 of Regulation (EC) No  882/2004 shall apply 
mutatis mutandis to third-country controls in Member States 
related to operations under this Regulation.

CHAPTER II

Final provisions

Article 51

National provisions

Member States shall communicate to the Commission the text of 
the provisions of national law they adopt in areas under their 
competence which directly concern the proper implementation of 
this Regulation.

Article  52

Committee procedure

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

2. Where reference is made to this paragraph, Articles 3 and 7 
of Decision 1999/468/EC shall apply, having regard to the pro
visions of Article 8 thereof.

3. 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. 

4. Where reference is made to this paragraph, Article  5a(1) 
to (4) and Article 7 of Decision 1999/468/EC shall apply, having 
regard to the provisions of Article 8 thereof.

5. Where reference is made to this paragraph, Article  5a(1) 
to  (4) and  (5)(b) and Article  7 of Decision 1999/468/EC shall 
apply, having regard to the provisions of Article 8 thereof. 

The time limits laid down in Article  5a(3)(c), (4)(b) and  (4)(e) of 
Decision 1999/468/EC shall be two months, one month and two 
months respectively. 

6. Where reference is made to this paragraph, Article 5a(1), (2), 
(4) and  (6) and Article  7 of Decision 1999/468/EC shall apply, 
having regard to the provisions of Article 8 thereof.

Article 53

Penalties

The Member States shall lay down the rules on penalties appli
cable to infringements of this Regulation and shall take all mea
sures necessary to ensure that they are implemented. The penalties 
provided for must be effective, proportionate and dissuasive. The 
Member States shall notify those provisions to the Commission 
by 4  June 2011 and shall notify it without delay of any subse
quent amendment affecting them.

Article 54

Repeal

Regulation (EC) No 1774/2002 shall be repealed with effect from
4 March 2011.

References to Regulation (EC) No 1774/2002 shall be construed 
as references to this Regulation and shall be read in accordance 
with the correlation table laid down in the Annex.

Article 55

Transitional measure

Establishments, plants and users approved or registered in accor
dance with Regulation (EC) No 1774/2002 before 4 March 2011 
shall be deemed to be approved or registered, as required, in 
accordance with this Regulation.

Article 56

Entry into force

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

It shall apply from 4 March 2011.

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

Done at Strasbourg, 21 October 2009.

For the European Parliament
The President

J. BUZEK

For the Council
The President

C. MALMSTRÖM
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ANNEX

CORRELATION TABLE

Regulation (EC) No 1774/2002 This Regulation

Article 1 Articles 1 and 2

Article 2 Article 3

Article 3(1) Article 4(1) and(2)

Article 3(2) Article 41(3), fourth subparagraph

Article 3(3) Article 4(3), (4) and (5)

Article 4(1) Article 8

Article 4(2) Articles 12, 15 and 16

Article 4(3) Article 24(h), (i) and (j)

Article 4(4) Article 41(2)(c), Article 43(3) and (5)(a)

Article 5(1) Article 9

Article 5(2) Articles 13, 15 and 16

Article 5(3) Article 24(h), (i) and (j)

Article 5(4) Article 41(2)(c) and Article 43(3)

Article 6(1) Article 10

Article 6(2) Articles 14, 15 and 16

Article 6(3) Article 24(h), (i) and (j)

Article 7 Article 21

Article 8 Article 48

Article 9 Article 22

Articles 10 to 15, 17 and 18 Articles 23, 24, 27 and 44

Article 16 Article 6

Article 19 Article 31

Article 20(1) Articles 35 and 36

Article 20(2) Article 32

Article 20(3) Article 36

Article 21 —

Article 22 Article 11

Article 23 Articles 17 and 18

Article 24 Article 19

Article 25 Articles 28 and 29

Article 26 Articles 45, 46 and 47

Article 27 Article 49

Article 28 Article 35(a)(ii) and Article 41(1)

Article 29 Articles 41 and 42

Article 30 Article 41(1)(b)

Article 31 Article 50(1)

Article 32 —

Article 33 Article 52

Article 34 —

Article 35 Article 15(2) and Article 51

Article 36 —

Article 37 Article 54

Article 38 Article 56
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REGULATION (EC) No 1070/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 21 October 2009

amending Regulations (EC) No 549/2004, (EC) No 550/2004, (EC) No 551/2004 and (EC) No 552/2004 
in order to improve the performance and sustainability of the European aviation system

(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 80(2) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and 
Social Committee

(1)  OJ C 182, 4.8.2009, p. 50.

 (1),

Having regard to the opinion of the Committee of the Regions

(2)  OJ C 120, 28.5.2009, p. 52.

 (2),

Acting in accordance with the procedure laid down in Article 251 
of the Treaty

(3)  Opinion of the European Parliament of 25 March 2009 (not yet pub
lished in the Official Journal) and Council Decision of 7  September
2009.

 (3),

Whereas:

(1) Implementation of the common transport policy requires 
an efficient air transport system allowing the safe, regular 
and sustainable operation of air transport services, opti
mising capacity and facilitating the free movement of 
goods, persons and services.

(2) The adoption by the European Parliament and the Council 
of the first package of the single European sky legislation, 
namely, Regulation (EC) No 549/2004 of 10 March 2004 
laying down the framework for the creation of the single 
European sky (the framework Regulation)

(4)  OJ L 96, 31.3.2004, p. 1.

 (4), Regulation 
(EC) No 550/2004 of 10 March 2004 on the provision of 
air navigation services in the single European sky (the ser
vice provision Regulation)

(5)  OJ L 96, 31.3.2004, p. 10.

 (5), Regulation (EC) 
No 551/2004 of 10 March 2004 on the organisation and 
use of the airspace in the single European sky (the airspace 
Regulation)

(6)  OJ L 96, 31.3.2004, p. 20.

 (6), and Regulation (EC) No  552/2004 of
10 March 2004 on the interoperability of the European air 
traffic management network (the interoperability Regula
tion)

(7)  OJ L 96, 31.3.2004, p. 26.

 (7) laid down a firm legal basis for a seamless, interop
erable and safe air traffic management (ATM) system.

(3) In response to strong demand from industry, Member 
States and other stakeholders to simplify and increase the 
effectiveness of the regulatory framework for aviation in 
Europe, a high level group on the future of the European 
aviation regulatory framework (the High Level Group) was 
established in November 2006. The High Level Group, 
made up of representatives of the majority of stakehold
ers, submitted a report in July 2007 containing recommen
dations on how to improve the performance and 
governance of the European aviation system. The High 
Level Group recommended according the environment the 
same importance as safety and efficiency in the aviation 
system and insisted that industry and regulators should 
work together to ensure that ATM contributes as much as 
possible to sustainability.

(4) At its meeting of 7  April 2008 the Council invited the 
Commission to develop, in accordance with the recom
mendations of the High Level Group, an overall system 
approach in line with the gate-to-gate concept to enhance 
safety, improve ATM and to increase cost efficiency.

(5) In order to complete the creation of the single European 
sky, it is necessary to adopt additional measures at Com
munity level, in particular, to improve the performance of 
the European aviation system in key areas such as the envi
ronment, capacity and cost-efficiency, all having regard to 
the overriding safety objectives. It is also necessary to adapt 
the single European sky legislation to technical progress.

(6) Council Regulation (EC) No  219/2007 of 27  February 
2007 on the establishment of a Joint Undertaking to 
develop the new generation European air traffic manage
ment system (SESAR)

(8)  OJ L 64, 2.3.2007, p. 1.

 (8) calls for the development and 
implementation of an ATM Master Plan. The implementa
tion of the ATM Master Plan requires regulatory measures 
to support the development, introduction and financing of 
new concepts and technologies. It should result in a sys
tem composed of fully harmonised and interoperable com
ponents, which guarantee high performance air transport 
activities in Europe. The schedule for implementation of 
the single European sky should take into consideration the 
timescale foreseen for the development and deployment 
phases of the SESAR programme as a part of the single 
European sky. Both processes should be closely 
coordinated.
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(7) The concept of common projects, aimed at assisting air
space users and/or air navigation service providers to 
improve collective air navigation infrastructure, the provi
sion of air navigation services and the use of airspace, in 
particular those that may be required for the implementa
tion of the ATM Master Plan, should not prejudice pre-
existing projects decided by one or several Member States 
with similar objectives. The provisions on financing of the 
deployment of common projects should not prejudge the 
manner in which these common projects are set up. The 
Commission may propose that funding, such as Trans-
European Network or European Investment Bank funding, 
may be used in support of common projects, in particular 
to speed up the deployment of the SESAR programme, 
within the multiannual financial framework. Without 
prejudice to access to that funding, Member States should 
be free to decide how revenues generated by the auction
ing of aviation sector allowances under the Emissions Trad
ing Scheme are to be used and to consider in this context 
whether a share of such revenues might be used to finance 
common projects at the level of functional airspace blocks.

(8) In particular where common projects are deployed, care 
should be taken, inter alia, through the application of com
prehensive and transparent accounting, to ensure that air
space users are not double-charged. Common projects 
should be deployed to the benefit of all stakeholders and 
should ensure equal treatment thereof.

(9) To ensure the consistent and sound oversight of service 
provision across Europe, the national supervisory authori
ties should be guaranteed sufficient independence and 
resources. This independence should not prevent those 
authorities from exercising their tasks within an adminis
trative framework.

(10) National supervisory authorities have a key role to play in 
the implementation of the single European sky and the 
Commission should therefore facilitate cooperation among 
them in order to enable the exchange of best practices and 
to develop a common approach, including through 
enhanced cooperation at regional level. This cooperation 
should take place on a regular basis.

(11) The social partners should be better informed and con
sulted on all measures having significant social implica
tions. At Community level, the Sectoral Dialogue 
Committee set up under Commission Decision 
98/500/EC

(1)  OJ L 225, 12.8.1998, p. 27.

 (1) should also be consulted.

(12) To drive improved performance of ATM and air navigation 
services (ANS), it is necessary to establish a framework for 

the definition, implementation and enforcement of bind
ing performance targets in key performance areas in line 
with the policies of the International Civil Aviation Organi
sation (ICAO). An indispensable feature of such a frame
work should be an appropriate mechanism for reporting, 
examining, evaluating and disseminating performance data 
of ATM and ANS along with a relevant incentive scheme 
to encourage achievement of the targets.

(13) National supervisory authorities should have the flexibility 
to reflect specific national or regional circumstances when 
formulating their national and regional plans. When 
approving or adopting national plans, Member States 
should be entitled to make appropriate modifications.

(14) When establishing charges for air navigation services the 
Commission and Member States should endeavour to use 
common forecasts. Some flexibility should be permitted in 
those cases where traffic diverges significantly from fore
casts, in particular by using appropriate alert mechanisms.

(15) The costs determined by the Member States at national 
level or at the level of a functional airspace block which are 
intended to be shared among airspace users should take 
account of performance targets.

(16) For the cross-border provision of services, Member States 
should ensure that the designation of an air traffic service 
provider is not prohibited by any national legal system on 
the grounds that it is established in another Member State 
or is owned by nationals of that Member State.

(17) The national supervisory authorities should take appropri
ate measures to ensure a high level of safety including the 
possibility of issuing an individual certificate for each type 
of air navigation service, while respecting the need for cost-
efficiency and consistency and avoiding duplication.

(18) The functional airspace blocks are key enablers for enhanc
ing cooperation between air navigation service providers in 
order to improve performance and create synergies. Mem
ber States should establish functional airspace blocks 
within a reasonable time-frame. For that purpose and in 
order to optimise the interface of functional airspace blocks 
in the single European sky, the Member States concerned 
should cooperate with each other and where appropriate 
they should also cooperate with third countries.

(19) When Member States establish a functional airspace block, 
other Member States, the Commission and other interested 
parties have an opportunity to submit their observations 
with the aim of facilitating an exchange of views. Those 
observations should be merely of an advisory nature for 
the Member State(s) concerned.
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(20) In case of difficulties in the negotiation process with regard 
to the setting up of functional airspace blocks, the Com
mission may designate a Functional Airspace Blocks Sys
tem Coordinator (the Coordinator). The tasks of the 
Coordinator should aim at providing assistance in over
coming such difficulties without interfering with the sov
ereignty of the Member State(s) concerned and, where 
appropriate, that of third countries taking part in the same 
functional airspace block. Costs incurred for the activities 
of the Coordinator should not have any impact on Mem
ber States’ national budgets.

(21) The reports of the Eurocontrol Performance Review Com
mission and the final report of the High Level Group con
firm that the route network and airspace structure cannot 
be developed in isolation, as each individual Member State 
is an integral element of the European Air Traffic Manage
ment Network (EATMN), both inside and outside the Com
munity. A progressively more integrated operating 
airspace should therefore be established for general air 
traffic.

(22) In view of the creation of functional airspace blocks and 
the setting up of the performance scheme, the Commission 
should determine and take into account the necessary con
ditions for the Community to create a Single European 
Flight Information Region (SEFIR), to be requested by the 
Member States from the ICAO in accordance with both the 
established procedures of that organisation and the rights, 
obligations and responsibilities of Member States under the 
Convention on International Civil Aviation, signed in Chi
cago on 7  December 1944 (the Chicago Convention). By 
encompassing the airspace under the responsibility of the 
Member States, the SEFIR should facilitate common plan
ning and integrated operations in order to overcome 
regional bottlenecks. Such a SEFIR should include the nec
essary flexibility to reflect specific needs such as traffic den
sity and the level of complexity required.

(23) Airspace users face disparate conditions of access to, and 
freedom of movement within, Community airspace. This is 
due to the lack of harmonised Community rules of the air, 
and, in particular, the lack of a harmonised classification of 
airspace. The Commission should therefore harmonise 
such rules on the basis of ICAO standards.

(24) The EATMN should be designed and implemented with a 
view to achieving the safety, environmental sustainability, 
capacity enhancement and improved cost-efficiency of the 
whole air transport network. As highlighted in the Euro
control performance review Commission’s report entitled
‘Evaluation of functional airspace block initiatives and their 
contribution to performance improvement’ of 31 October 
2008, this could be best ensured through coordinated air 
transport network management at Community level.

(25) In line with the Statement by the Member States on mili
tary issues related to the single European sky accompany
ing Regulation (EC) No  549/2004, civil-military 
cooperation and coordination should play a fundamental 
role in the implementation of the single European sky, in 
order to move towards an enhanced flexible use of airspace 
for the achievement of the single European sky perfor
mance objectives, having due regard to military mission 
effectiveness.

(26) It is essential to achieve a common, harmonised airspace 
structure in terms of routes, to base the present and future 
organisation of airspace on common principles, to ensure 
the progressive implementation of the ATM Master Plan, 
to optimise the use of scarce resources to avoid unneces
sary equipage costs, and to design and manage airspace in 
accordance with harmonised rules. To this end, the Com
mission should be responsible for adopting the necessary 
rules and implementing decisions with legally binding 
effect.

(27) The list of functions for network management and design 
should be amended to integrate, if necessary, future net
work functions defined by the ATM Master Plan. In doing 
so, the Commission should make the best possible use of 
the expertise of Eurocontrol.

(28) The High Level Group has recommended building new or 
enhanced functions upon existing foundations and 
enhancing the role of Eurocontrol, while positioning the 
Community as the single regulator and respecting the prin
ciple of separation of regulation from service provision. 
Accordingly, the Commission should entrust a reformed 
Eurocontrol, which has new governance arrangements in 
place, with the execution of tasks related to various func
tions, which do not involve the adoption of binding mea
sures of a general scope or the exercise of political 
discretion. The execution of these tasks by Eurocontrol 
should be done in an impartial and cost-effective manner 
and with the full involvement of the airspace users and air 
navigation service providers.

(29) Adequate measures should be introduced to improve the 
effectiveness of air traffic flow management in order to 
assist existing operational units, including the Eurocontrol 
Central Flow Management Unit, to ensure efficient flight 
operations. Furthermore, the Commission communication 
on an action plan for airport capacity, efficiency and safety 
in Europe highlights the need to ensure operational con
sistency between flight plans and airport slots. In addition, 
the Community Observatory on Airport Capacity could 
help in providing Member States with objective informa
tion in order to align airport capacity with ATM capacity, 
without prejudice to their competences in this area.
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(30) The provision of modern, complete, high-quality and 
timely aeronautical information has a significant impact on 
safety and on facilitating access to Community airspace 
and freedom of movement within it. Taking account of the 
ATM Master Plan, the Community should take the initia
tive to modernise this sector in cooperation with Eurocon
trol and ensure that users are able to access those data 
through a single public point of access, providing a mod
ern, user-friendly and validated integrated briefing.

(31) For the electronic portal on meteorological information, 
the Commission should take into account the various 
sources of information including from designated service 
providers, where relevant.

(32) To avoid unnecessary administrative burden and overlap
ping verification procedures, certificates issued in accor
dance with Regulation (EC) No 216/2008 of the European 
Parliament and of the Council of 20  February 2008 on 
common rules in the field of civil aviation and establishing 
a European Aviation Safety Agency

(1)  OJ L 79, 19.3.2008, p. 1.

 (1) should be accepted 
for the purposes of this Regulation, where they apply to 
constituents or systems.

(33) A certificate issued in accordance with Regulation (EC) 
No  216/2008 and used to demonstrate an alternative 
means of compliance with the essential requirements of 
Regulation (EC) No 552/2004, should be accompanied by 
a technical file as required for the purposes of certification 
by the European Aviation Safety Agency (EASA).

(34) Certain requirements of Regulation (EC) No  552/2004 
should not apply to systems put into operation before
20 October 2005. National supervisory authorities and air 
navigation service providers should have the freedom to 
agree, at national level, the procedures and documentation 
required to demonstrate compliance of ATM systems in 
operation before 20  October 2005 with the essential 
requirements of Regulation (EC) No  552/2004. Imple
menting rules and Community specifications adopted after 
the adoption of this Regulation should take account of this 
arrangement and this should not result in a retroactive 
requirement for documentary evidence.

(35) The High Level Group recommended in its final report to 
the Commission that the SESAR programme should 
address specifically the definition of interoperable proce
dures, systems and information exchange within Europe 
and with the rest of the world. This should also include the 
development of relevant standards and the identification of 
new implementing rules or Community specifications in 
the context of the single European sky.

(36) When adopting implementing measures including stan
dards laid down by Eurocontrol, the Commission should 
ensure that the measures include all necessary improve
ments to the original standards and take full account of the 
need to avoid double regulation.

(37) The simultaneous pursuit of the goals of augmentation of 
air traffic safety standards and improvement of the overall 
performance of ATM and ANS for general air traffic in 
Europe require that the human factor be taken into 
account. Therefore the Member States should consider the 
introduction of ‘just culture’ principles.

(38) In view of the proposed extension of the competences of 
the EASA to include air traffic management safety, consis
tency should be ensured between Regulations (EC) 
No 549/2004, (EC) No 550/2004, (EC) No 551/2004, (EC) 
No 552/2004 and (EC) No 216/2008.

(39) The measures necessary for the implementation of this 
Regulation 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

(2)  OJ L 184, 17.7.1999, p. 23.

 (2). Those measures should be 
adopted within a suitable time-frame in order to meet the 
deadlines set out in this Regulation and Regulations (EC) 
No 549/2004, (EC) No 550/2004, (EC) No 551/2004, (EC) 
No 552/2004 and (EC) No 216/2008.

(40) In particular, the Commission should be empowered to 
update measures due to technical or operational develop
ments as well as to lay down the basic criteria and proce
dures for the exercise of certain network management 
functions. Since those measures are of a general scope and 
are designed to amend non-essential elements of Regula
tions (EC) No  549/2004, (EC) No  550/2004, (EC) 
No  551/2004 and  (EC) No  552/2004 by supplementing 
them with new non-essential elements, they must be 
adopted in accordance with the regulatory procedure with 
scrutiny provided for in Article  5a of Decision 
1999/468/EC.

(41) When on imperative grounds of urgency the normal time 
limits for the regulatory procedure with scrutiny cannot be 
complied with, the Commission should be able to use the 
urgency procedure provided for in Article  5a(6) of Deci
sion 1999/468/EC.

(42) The Ministerial Statement on Gibraltar Airport, agreed in 
Córdoba on 18  September 2006 (the Ministerial State
ment), during the first Ministerial meeting of the Forum of 
Dialogue on Gibraltar, will replace the Joint Declaration on 
the Airport made in London on 2 December 1987, and the 
full compliance with that Statement will be deemed to con
stitute compliance with the 1987 Declaration.

NE9002.11.41

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:079:0001:0001:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:1999:184:0023:0023:EN:PDF


Official Journal of the European Union 14.11.2009

(43) This Regulation applies in full to Gibraltar Airport in the 
context and by virtue of the Ministerial Statement. With
out prejudice to the Ministerial Statement the application 
to Gibraltar Airport and all the measures related to its 
implementation shall conform fully with that Statement 
and all the arrangements contained therein.

(44) Regulations (EC) No  549/2004, (EC) No  550/2004, (EC) 
No 551/2004 and (EC) No 552/2004 should therefore be 
amended accordingly,

HAVE ADOPTED THIS REGULATION:

Article 1

Regulation (EC) No 549/2004 shall be amended as follows:

1. Article 1 is replaced by the following:

‘Article 1

Objective and scope

1. The objective of the single European sky initiative is to 
enhance current air traffic safety tandards, to contribute to 
the sustainable development of the air transport system and 
to improve the overall performance of air traffic manage
ment (ATM) and air navigation services (ANS) for general air 
traffic in Europe, with a view to meeting the requirements of 
all airspace users. This single European sky shall comprise a 
coherent pan-European network of routes, network manage
ment and air traffic management systems based only on 
safety, efficiency and technical considerations, for the benefit 
of all airspace users. In pursuit of this objective, this Regula
tion establishes a harmonised regulatory framework for the 
creation of the single European sky.

2. The application of this Regulation and of the measures 
referred to in Article 3 shall be without prejudice to Member 
States’ sovereignty over their airspace and to the require
ments of the Member States relating to public order, public 
security and defence matters, as set out in Article  13. This 
Regulation and the measures referred to in Article 3 do not 
cover military operations and training.

3. The application of this Regulation and of the measures 
referred to in Article 3 shall be without prejudice to the rights 
and duties of Member States under the 1944 Chicago Con
vention on International Civil Aviation (the Chicago Conven
tion). In this context, an additional objective of this 
Regulation is, in the fields it covers, to assist Member States 
in fulfilling their obligations under the Chicago Convention, 
by providing a basis for a common interpretation and uni
form implementation of its provisions, and by ensuring that 
these provisions are duly taken into account in this Regula
tion and in the rules drawn up for its implementation.

4. The application of this Regulation to the airport of 
Gibraltar is understood to be without prejudice to the respec
tive legal positions of the Kingdom of Spain and the United 
Kingdom of Great Britain and Northern Ireland with regard 
to the dispute over sovereignty over the territory in which the 
airport is situated.’;

2. Article 2 is amended as follows:

(a) point 8 is replaced by the following:

‘8. “airspace users” means operators of aircraft oper
ated as general air traffic;’;

(b) point 10 is replaced by the following:

‘10. “air traffic management (ATM)” means the aggrega
tion of the airborne and ground-based functions 
(air traffic services, airspace management and air 
traffic flow management) required to ensure the 
safe and efficient movement of aircraft during all 
phases of operations;’;

(c) the following point is inserted:

‘13a. “ATM Master Plan” means the plan endorsed by 
Council Decision 2009/320/EC , in accordance 
with Article  1(2) of Council Regulation (EC) 
No 219/2007 of 27 February 2007 on the estab
lishment of a Joint Undertaking to develop the 
new generation European air traffic management 
system (SESAR) ;

(*) OJ L 95, 9.4.2009, p. 41.
(**) OJ L 64, 2.3.2007, p. 1.’;

(d) point 15 is replaced by the following:

‘15. “certificate” means a document issued by a national 
supervisory authority in any form complying with 
national law, which confirms that an air navigation 
service provider meets the requirements for provid
ing a specific service;’;

(e) point 21 is deleted;

(f) point 22 is replaced by the following:

‘22. “flexible use of airspace” means an airspace man
agement concept applied in the European Civil 
Aviation Conference area on the basis of the “Air
space management handbook for the application of 
the concept of the flexible use of airspace” issued by 
Eurocontrol;’;

NE83/003L

)**(

)*(

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:095:0041:0041:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:064:0001:0001:EN:PDF


Official Journal of the European Union L 300/39

(g) the following points are inserted:

‘23a. “flight information service” means a service pro
vided for the purpose of giving advice and infor
mation useful for the safe and efficient conduct of 
flights;

23b. “alerting service” means a service provided to 
notify relevant organisations regarding aircraft in 
need of search and rescue aid, and to assist such 
organisations as required;’;

(h) point 25 is replaced by the following:

‘25. “functional airspace block” means an airspace block
based on operational requirements and established
regardless of State boundaries, where the provision
of air navigation services and related functions are
performance-driven and optimised with a view to
introducing, in each functional airspace block,
enhanced cooperation among air navigation service
providers or, where appropriate, an integrated
provider;’;

(i) point 37 is deleted;

(j) the following point is added:

‘41. “cross-border services” means any situation where
air navigation services are provided in one Member
State by a service provider certified in another Mem
ber State.’;

3. Article 4 is replaced by the following:

‘Article 4

National supervisory authorities

1. Member States shall, jointly or individually, either
nominate or establish a body or bodies as their national
supervisory authority in order to assume the tasks assigned
to such authority under this Regulation and under the mea
sures referred to in Article 3.

2. The national supervisory authorities shall be indepen
dent of air navigation service providers. This independence
shall be achieved through adequate separation, at the func
tional level at least, between the national supervisory authori
ties and such providers.

3. National supervisory authorities shall exercise their
powers impartially, independently and transparently. This
shall be achieved by applying appropriate management and
control mechanisms, including within the administration of
a Member State. However, this shall not prevent the national
supervisory authorities from exercising their tasks within the
rules of organisation of national civil aviation authorities or
any other public bodies.

4. Member States shall ensure that national supervisory
authorities have the necessary resources and capabilities to
carry out the tasks assigned to them under this Regulation in
an efficient and timely manner.

5. Member States shall notify the Commission of the
names and addresses of the national supervisory authorities,
as well as changes thereto, and of the measures taken to
ensure compliance with paragraphs 2, 3 and 4.’;

4. Article 5(4) is replaced by the following:

‘4. Where reference is made to this paragraph,
Article  5a(1) to  (4) and Article  7 of Decision 1999/468/EC
shall apply, having regard to the provisions of Article  8
thereof.

5. Where reference is made to this paragraph,
Article  5a(1), (2), (4),(6) and Article  7 of Decision
1999/468/EC shall apply, having regard to the provisions of
Article 8 thereof.’;

5. Articles 6 to 11 are replaced by the following:

‘Article 6

Industry consultation body

Without prejudice to the role of the Committee and of Euro
control, the Commission shall establish an “industry consul
tation body”, to which air navigation service providers,
associations of airspace users, airport operators, the manu
facturing industry and professional staff representative bod
ies shall belong. The role of this body shall solely be to advise
the Commission on the implementation of the single Euro
pean sky.

Article 7

Relations with European third countries

The Community and its Member States shall aim at and sup
port the extension of the single European sky to countries
which are not members of the European Union. To that end,
they shall endeavour, either in the framework of agreements
concluded with neighbouring third countries or in the con
text of agreements on functional airspace blocks, to extend
the application of this Regulation, and of the measures
referred to in Article 3, to those countries.

Article 8

Implementing rules

1. For the development of implementing rules the Com
mission may issue mandates to Eurocontrol or, where appro
priate, to another body, setting out the tasks to be performed
and the timetable for this and taking into account the rel
evant deadlines laid down in this Regulation. The Commis
sion shall act in accordance with the advisory procedure
referred to in Article 5(2).
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2. When the Commission intends to issue a mandate in
accordance with paragraph 1 it shall endeavour to make the
best use of existing arrangements for the involvement and
consultation of all interested parties, where these arrange
ments correspond to Commission practices on transparency
and consultation procedures and do not conflict with its
institutional obligations.

Article 9

Penalties

The penalties that Member States shall lay down for infringe
ments of this Regulation and of the measures referred to in
Article 3 in particular by airspace users and service providers
shall be effective, proportionate and dissuasive.

Article 10

Consultation of stakeholders

1. The Member States, acting in accordance with their
national legislation, shall establish consultation mechanisms
for appropriate involvement of stakeholders, including pro
fessional staff representative bodies, in the implementation of
the single European sky.

2. The Commission shall establish a consultation mecha
nism at Community level. The specific Sectoral Dialogue
Committee set up under Decision 98/500/EC shall be
involved in the consultation.

3. Consultation of stakeholders shall cover, in particular,
the development and introduction of new concepts and tech
nologies in the EATMN. 

The stakeholders may include: 

— air navigation service providers,

— airport operators,

— relevant airspace users or relevant groups representing
airspace users,

— military authorities,

— manufacturing industry, and,

— professional staff representative bodies.

Article 11

Performance scheme

1. To improve the performance of air navigation services
and network functions in the single European sky, a perfor
mance scheme for air navigation services and network func
tions shall be set up. It shall include: 

(a) Community-wide performance targets on the key per
formance areas of safety, the environment, capacity and
cost-efficiency;

(b) national plans or plans for functional airspace blocks,
including performance targets, ensuring consistency
with the Community-wide performance targets; and

(c) periodic review, monitoring and benchmarking of the
performance of air navigation services and network
functions.

2. In accordance with the regulatory procedure referred to
in Article  5(3), the Commission may designate Eurocontrol
or another impartial and competent body to act as a “perfor
mance review body”. The role of the performance review
body shall be to assist the Commission, in coordination with
the national supervisory authorities, and to assist the national
supervisory authorities on request in the implementation of
the performance scheme referred to in paragraph  1. The
Commission shall ensure that the performance review body
acts independently when carrying out the tasks entrusted to
it by the Commission.

3. (a) The Community-wide performance targets for the
air traffic management network shall be adopted
by the Commission in accordance with the regu
latory procedure referred to in Article  5(3), after
taking into account the relevant inputs from
national supervisory authorities at national level or
at the level of functional airspace blocks.

(b) The national or functional airspace block plans
referred to in point  (b) of paragraph  1 shall be
drawn up by national supervisory authorities and
adopted by the Member State(s). These plans shall
include binding national targets or targets at the
level of functional airspace blocks and an appro
priate incentive scheme as adopted by the Member
State(s). Drafting of the plans shall be subject to
consultation with air navigation service providers,
airspace users’ representatives, and, where relevant,
airport operators and airport coordinators.

(c) The consistency of the national or functional air
space block targets with the Community-wide per
formance targets shall be assessed by the
Commission using the assessment criteria referred
to in point (d) of paragraph 6.

In the event that the Commission identifies that
one or more national or functional airspace block
targets do not meet the assessment criteria, it may
decide, in accordance with the advisory procedure
referred to in Article 5(2), to issue a recommenda
tion that the national supervisory authorities con
cerned propose revised performance target(s). The
Member State(s) concerned shall adopt revised per
formance targets and appropriate measures which
shall be notified to the Commission in due time.
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Where the Commission finds that the revised per
formance targets and appropriate measures are not
adequate, it may decide, in accordance with the
regulatory procedure referred to in Article  5(3),
that the Member States concerned shall take cor
rective measures.

Alternatively, the Commission may decide, with
adequate supporting evidence, to revise the
Community-wide performance targets in accor
dance with the regulatory procedure referred to in
Article 5(3).

(d) The reference period for the performance scheme
shall cover a minimum of three years and a maxi
mum of five years. During this period, in the event
that the national or functional airspace block tar
gets are not met, the Member States and/or the
national supervisory authorities shall apply the
appropriate measures they have defined. The first
reference period shall cover the first three years
following the adoption of the implementing rules
referred to in paragraph 6.

(e) The Commission shall carry out regular assess
ments of the achievement of the performance tar
gets and present the results to the Single Sky
Committee.

4. The following procedures shall apply to the perfor
mance scheme referred to in paragraph 1: 

(a) collection, validation, examination, evaluation and dis
semination of relevant data related to the performance
of air navigation services and network functions from all
relevant parties, including air navigation service provid
ers, airspace users, airport operators, national supervi
sory authorities, Member States and Eurocontrol;

(b) selection of appropriate key performance areas on the
basis of ICAO Document No  9854 ‘Global air traffic
management operational concept’, and consistent with
those identified in the Performance Framework of the
ATM Master Plan, including safety, the environment,
capacity and cost-efficiency areas, adapted where neces
sary in order to take into account the specific needs of
the single European sky and relevant objectives for these
areas and definition of a limited set of key performance
indicators for measuring performance;

(c) establishment of Community-wide performance targets
that shall be defined taking into consideration inputs
identified at national level or at the level of functional
airspace blocks;

(d) assessment of the national or functional airspace block
performance targets on the basis of the national or func
tional airspace block plan; and

(e) monitoring of the national or functional airspace block
performance plans, including appropriate alert
mechanisms.

The Commission may add to the list of procedures referred
to in this paragraph. These measures designed to amend non-
essential elements of this Regulation, by supplementing it,
shall be adopted in accordance with the regulatory procedure
with scrutiny referred to in Article 5(4).

5. The establishment of the performance scheme shall
take into account that en route services, terminal services and
network functions are different and should be treated accord
ingly, if necessary also for performance-measuring purposes.

6. For the detailed functioning of the performance
scheme, the Commission shall by 4  December 2011 and
within a suitable time-frame with a view to meeting the rel
evant deadlines laid down in this Regulation, adopt imple
menting rules in accordance with the regulatory procedure
referred to in Article  5(3). These implementing rules shall
cover the following:

(a) the content and timetable of the procedures referred to
in paragraph 4;

(b) the reference period and intervals for the assessment of
the achievement of performance targets and setting of
new targets;

(c) criteria for the setting up by the national supervisory
authorities of the national or functional airspace block
performance plans, containing the national or functional
airspace block performance targets and the incentive
scheme. The performance plans shall:

(i) be based on the business plans of the air navigation
service providers;

(ii) address all cost components of the national or func
tional airspace block cost base;

(iii) include binding performance targets consistent with
the Community-wide performance targets;

(d) criteria to assess whether the national or functional air
space block targets are consistent with the Community-
wide performance targets during the reference period
and to support alert mechanisms;

(e) general principles for the setting up by Member States of
the incentive scheme;

(f) principles for the application of a transitional mecha
nism necessary for the adaptation to the functioning of
the performance scheme not exceeding 12 months fol
lowing the adoption of the implementing rules.’;
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6. Article 12 is amended as follows:

(a) paragraph 2 is replaced by the following:

‘2. The Commission shall periodically review the
application of this Regulation and of the measures
referred to in Article  3, and shall firstly report to the
European Parliament and to the Council by 4 June 2011,
and at the end of each reference period referred to in
Article  11(3)(d) thereafter. When justified for this pur
pose, the Commission may request from the Member
States information additional to the information con
tained in the reports submitted by them in accordance
with paragraph 1 of this Article.’;

(b) paragraph 4 is replaced by the following:

‘4. The reports shall contain an evaluation of the
results achieved by the actions taken pursuant to this
Regulation including appropriate information about
developments in the sector, in particular concerning
economic, social, environmental, employment and tech
nological aspects, as well as about quality of service, in
the light of the original objectives and with a view to
future needs.’;

7. the following Article is inserted:

‘Article 13a

European Aviation Safety Agency

When implementing this Regulation and Regulations (EC)
No  550/2004, (EC) No  551/2004, (EC) No  552/2004 and
Regulation (EC) No  216/2008 of the European Parliament
and of the Council of 20 February 2008 on common rules in
the field of civil aviation and establishing a European Avia
tion Safety Agency , Member States and the Commission,
in accordance with their respective roles as provided for by
this Regulation, shall coordinate as appropriate with the
European Aviation Safety Agency to ensure that all safety
aspects are properly addressed.

(*) OJ L 79, 19.3.2008, p. 1.’

Article 2

Regulation (EC) No 550/2004 shall be amended as follows:

1. Articles 2 to 4 are replaced by the following:

‘Article 2

Tasks of the national supervisory authorities

1. The national supervisory authorities referred to in
Article 4 of the framework Regulation shall ensure the appro
priate supervision of the application of this Regulation, in
particular with regard to the safe and efficient operation of air

navigation service providers which provide services relating
to the airspace falling under the responsibility of the Mem
ber State which nominated or established the relevant
authority.

2. To this end, each national supervisory authority shall
organise proper inspections and surveys to verify compliance
with the requirements of this Regulation, including human
resources requirements for the provision of air navigation
services. The air navigation service provider concerned shall
facilitate such work.

3. In respect of functional airspace blocks that extend
across the airspace falling under the responsibility of more
than one Member State, the Member States concerned shall
conclude an agreement on the supervision provided for in
this Article with regard to the air navigation service provid
ers providing services relating to those blocks.

4. National supervisory authorities shall cooperate closely
to ensure adequate supervision of air navigation service pro
viders holding a valid certificate from one Member State that
also provide services relating to the airspace falling under the
responsibility of another Member State. Such cooperation
shall include arrangements for the handling of cases involv
ing non-compliance with the applicable common require
ments set out in Article  6 or with the conditions set out in
Annex II.

5. In the case of cross-border provision of air navigation
services, such arrangements shall include an agreement on
the mutual recognition of the supervisory tasks set out in
paragraphs  1 and  2 and of the results of these tasks. This
mutual recognition shall apply also where arrangements for
recognition between national supervisory authorities are
made for the certification process of service providers.

6. If permitted by national law and with a view to regional
cooperation, national supervisory authorities may also con
clude agreements regarding the division of responsibilities
regarding supervisory tasks.

Article 3

Qualified entities

1. National supervisory authorities may decide to delegate
in full or in part the inspections and surveys referred to in
Article 2(2) to qualified entities that fulfil the requirements set
out in Annex I.

2. Such a delegation granted by a national supervisory
authority shall be valid within the Community for a renew
able period of three years. National supervisory authorities
may instruct any of the qualified entities located in the Com
munity to undertake these inspections and surveys.
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Article 4

Safety requirements

The Commission shall, in accordance with the regulatory
procedure referred to in Article 5(3) of the framework Regu
lation, adopt implementing rules incorporating the relevant
provisions of the Eurocontrol safety regulatory requirements
(ESARRs) and subsequent amendments to those require
ments falling within the scope of this Regulation, where nec
essary with appropriate adaptations.’;

2. Article 5 is deleted;

3. in Article 7, paragraphs 6 and 7 are replaced by the following:

‘6. Without prejudice to Articles 8 and 9, the issue of cer
tificates shall confer on air navigation service providers the
possibility of offering their services to Member States, other
air navigation service providers, airspace users and airports
within the Community.

7. National supervisory authorities shall monitor compli
ance with the common requirements and with the conditions
attached to the certificates. Details of such monitoring shall
be included in the annual reports to be submitted by Mem
ber States pursuant to Article 12(1) of the framework Regu
lation. If a national supervisory authority finds that the holder
of a certificate no longer satisfies such requirements or con
ditions, it shall take appropriate measures while ensuring
continuity of services on condition that safety is not compro
mised. Such measures may include the revocation of the
certificate.’;

4. Article 8 is replaced by the following:

‘Article 8

Designation of air traffic service providers

1. Member States shall ensure the provision of air traffic
services on an exclusive basis within specific airspace blocks
in respect of the airspace under their responsibility. For this
purpose, Member States shall designate an air traffic service
provider holding a valid certificate in the Community.

2. For the provision of cross-border services, Member
States shall ensure that compliance with this Article and
Article 10(3) is not prevented by their national legal system
requiring that air traffic service providers providing services
in the airspace under the responsibility of that Member State: 

(a) be owned directly or through a majority holding by that
Member State or its nationals;

(b) have their principal place of operation or registered
office in the territory of that Member State; or

(c) use only facilities in that Member State.

3. Member States shall define the rights and obligations to
be met by the designated air traffic service providers. The
obligations may include conditions for the timely supply of
relevant information enabling all aircraft movements in the
airspace under their responsibility to be identified.

4. Member States shall have discretionary powers in
choosing an air traffic service provider, on condition that the
latter fulfils the requirements and conditions referred to in
Articles 6 and 7.

5. In respect of functional airspace blocks established in
accordance with Article  9a that extend across the airspace
under the responsibility of more than one Member State, the
Member States concerned shall jointly designate, in accor
dance with paragraph 1 of this Article, one or more air traf
fic service providers, at least one month before
implementation of the airspace block.

6. Member States shall inform the Commission and other
Member States immediately of any decision within the frame
work of this Article regarding the designation of air traffic
service providers within specific airspace blocks in respect of
the airspace under their responsibility.’;

5. the following Articles are inserted:

‘Article 9a

Functional airspace blocks

1. By 4 December 2012, Member States shall take all nec
essary measures in order to ensure the implementation of
functional airspace blocks with a view to achieving the
required capacity and efficiency of the air traffic management
network within the single European sky and maintaining a
high level of safety and contributing to the overall perfor
mance of the air transport system and a reduced environ
mental impact. Member States shall cooperate to the fullest
extent possible with each other, in particular Member States
establishing neighbouring functional airspace blocks, in
order to ensure compliance with this provision. Where rel
evant, cooperation may also include third countries taking
part in functional airspace blocks.

2. Functional airspace blocks shall, in particular: 

(a) be supported by a safety case;

(b) enable optimum use of airspace, taking into account air
traffic flows;

(c) ensure consistency with the European route network
established in accordance with Article 6 of the airspace
Regulation;
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(d) be justified by their overall added value, including opti
mal use of technical and human resources, on the basis
of cost-benefit analyses;

(e) ensure a smooth and flexible transfer of responsibility
for air traffic control between air traffic service units;

(f) ensure compatibility between the different airspace con
figurations, optimising, inter alia, the current flight infor
mation regions;

(g) comply with conditions stemming from regional agree
ments concluded within the ICAO;

(h) respect regional agreements in existence on the date of
entry into force of this Regulation, in particular those
involving European third countries; and

(i) facilitate consistency with Community-wide perfor
mance targets.

3. A functional airspace block shall only be established by
mutual agreement between all the Member States and, where
appropriate, third countries who have responsibility for any
part of the airspace included in the functional airspace block.
Before notifying the Commission of the establishment of a
functional airspace block, the Member State(s) concerned
shall provide the Commission, the other Member States and
other interested parties with adequate information and give
them an opportunity to submit their observations.

4. Where a functional airspace block relates to airspace
that is wholly or partly under the responsibility of two or
more Member States, the agreement by which the functional
airspace block is established shall contain the necessary pro
visions concerning the way in which the block can be modi
fied and the way in which a Member State can withdraw
from the block, including transitional arrangements.

5. Where difficulties arise between two or more Member
States with regard to a cross-border functional airspace block
that concerns airspace under their responsibility, the Mem
ber States concerned may jointly bring the matter to the
Single Sky Committee for an opinion. The opinion shall be
addressed to the Member States concerned. Without preju
dice to paragraph 3, the Member States shall take that opin
ion into account in order to find a solution.

6. After having received the notifications by Member
States of the agreements and declarations referred to in para
graphs 3 and 4 the Commission shall assess the fulfilment by
each functional airspace block of the requirements set out in
paragraph  2 and present the results to the Single Sky Com
mittee for discussion. If the Commission finds that one or
more functional airspace blocks do not fulfil the require
ments it shall engage in a dialogue with the Member States
concerned with the aim of reaching a consensus on the mea
sures necessary to rectify the situation.

7. Without prejudice to paragraph 6, the agreements and
declarations referred to in paragraphs 3 and 4 shall be noti
fied to the Commission for publication in the Official Journal
of the European Union. Such publication shall specify the date
of entry into force of the relevant decision.

8. Guidance material for the establishment and modifica
tion of functional airspace blocks shall be developed by
4 December 2010 in accordance with the advisory procedure
referred to in Article 5(2) of the framework Regulation.

9. The Commission shall, by 4  December 2011 and in
accordance with the regulatory procedure referred to in
Article 5(3) of the framework Regulation, adopt implement
ing rules regarding the information to be provided by the
Member State(s) concerned before establishing and modify
ing a functional airspace block in accordance with para
graph 3 of this Article.

Article 9b

Functional airspace blocks system coordinator

1. In order to facilitate the establishment of the functional
airspace blocks, the Commission may designate a natural
person as functional airspace blocks system coordinator (the
Coordinator). The Commission shall act in accordance with
the regulatory procedure referred to in Article  5(3) of the
framework Regulation.

2. Without prejudice to Article  9a(5) the Coordinator
shall facilitate at the request of all Member States concerned
and, where appropriate, third countries taking part in the
same functional airspace block, overcoming of difficulties in
their negotiation process in order to speed up the establish
ment of functional airspace blocks. The Coordinator shall act
on the basis of a mandate from all Member States concerned
and, where appropriate, third countries taking part in the
same functional airspace block.

3. The Coordinator shall act impartially in particular with
regard to Member States, third countries, the Commission
and the stakeholders.

4. The Coordinator shall not disclose any information
obtained whilst performing his function except where autho
rised to do so by the Member State(s) and, where appropri
ate, third countries concerned.

5. The Coordinator shall report to the Commission, to the
Single Sky Committee and to the European Parliament every
three months after his designation. The report shall include a
summary of negotiations and their results.

6. The remit of the Coordinator shall expire when the last
functional airspace block agreement is signed but no later
than 4 December 2012.’;
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6. Article 11 is replaced by the following:

‘Article 11

Relations with military authorities

Member States shall, within the context of the common
transport policy, take the necessary steps to ensure that writ
ten agreements between the competent civil and military
authorities or equivalent legal arrangements are established
or renewed in respect of the management of specific airspace
blocks.’;

7. Article 12(3) is replaced by the following:

‘3. When providing a bundle of services, air navigation
service providers shall identify and disclose the costs and
income deriving from air navigation services, broken down
in accordance with the charging scheme for air navigation
services referred to in Article 14 and, where appropriate, shall
keep consolidated accounts for other, non-air-navigation ser
vices, as they would be required to do if the services in ques
tion were provided by separate undertakings.’;

8. Article 14 is replaced by the following:

‘Article 14

General

In accordance with the requirements of Articles  15 and  16,
the charging scheme for air navigation services shall contrib
ute to greater transparency in the determination, imposition
and enforcement of charges to airspace users and shall con
tribute to the cost efficiency of providing air navigation ser
vices and to efficiency of flights, while maintaining an
optimum safety level. This scheme shall also be consistent
with Article 15 of the 1944 Chicago Convention on Interna
tional Civil Aviation and with Eurocontrol’s charging system
for en-route charges.’;

9. Article 15 is replaced by the following:

‘Article 15

Principles

1. The charging scheme shall be based on the account of
costs for air navigation services incurred by service providers
for the benefit of airspace users. The scheme shall allocate
these costs among categories of users.

2. The following principles shall be applied when estab
lishing the cost-base for charges: 

(a) the cost to be shared among airspace users shall be the
determined cost of providing air navigation services,
including appropriate amounts for interest on capital
investment and depreciation of assets, as well as the costs
of maintenance, operation, management and adminis
tration. Determined costs shall be the costs determined

by the Member State at national level or at the level of
functional airspace blocks either at the beginning of the
reference period for each calendar year of the reference
period referred to in Article 11 of the framework Regu
lation, or during the reference period, following appro
priate adjustments applying the alert mechanisms set out
in Article 11 of the framework Regulation;

(b) the costs to be taken into account in this context shall be
those assessed in relation to the facilities and services
provided for and implemented under the ICAO Regional
Air Navigation Plan, European Region. They may also
include costs incurred by national supervisory authori
ties and/or qualified entities, as well as other costs
incurred by the relevant Member State and service pro
vider in relation to the provision of air navigation ser
vices. They shall not include the costs of penalties
imposed by Member States according to Article 9 of the
framework Regulation nor the costs of any corrective
measures imposed by Member States according to
Article 11 of the framework Regulation;

(c) in respect of the functional airspace blocks and as part
of their respective framework agreements, Member
States shall make reasonable efforts to agree on common
principles for charging policy;

(d) the cost of different air navigation services shall be iden
tified separately, as provided for in Article 12(3);

(e) cross-subsidy shall not be allowed between en-route ser
vices and terminal services. Costs that pertain to both
terminal services and en-route services shall be allocated
in a proportional way between en-route services and ter
minal services on the basis of a transparent methodol
ogy. Cross-subsidy shall be allowed between different air
navigation services in either one of those two categories
only when justified for objective reasons, subject to clear
identification;

(f) transparency of the cost-base for charges shall be guar
anteed. Implementing rules for the provision of informa
tion by the service providers shall be adopted in order to
permit reviews of the provider’s forecasts, actual costs
and revenues. Information shall be regularly exchanged
between the national supervisory authorities, service
providers, airspace users, the Commission and
Eurocontrol.

3. Member States shall comply with the following prin
ciples when setting charges in accordance with paragraph 2: 

(a) charges shall be set for the availability of air navigation
services under non-discriminatory conditions. When
imposing charges on different airspace users for the use
of the same service, no distinction shall be made in rela
tion to the nationality or category of the user;
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(b) exemption of certain users, especially light aircraft and
State aircraft, may be permitted, provided that the cost
of such exemption is not passed on to other users;

(c) charges shall be set per calendar year on the basis of the
determined costs, or may be set under conditions estab
lished by Member States for determining the maximum
level of the unit rate or of the revenue for each year over
a period not exceeding five years;

(d) air navigation services may produce sufficient revenues
to provide for a reasonable return on assets to contrib
ute towards necessary capital improvements;

(e) charges shall reflect the cost of air navigation services
and facilities made available to airspace users, taking into
account the relative productive capacities of the differ
ent aircraft types concerned;

(f) charges shall encourage the safe, efficient, effective and
sustainable provision of air navigation services with a
view to achieving a high level of safety and cost-
efficiency and meeting the performance targets and they
shall stimulate integrated service provision, whilst reduc
ing the environmental impact of aviation. To that end,
and in relation to the national or functional airspace
block performance plans, national supervisory authori
ties may set up mechanisms, including incentives con
sisting of financial advantages and disadvantages, to
encourage air navigation service providers and/or air
space users to support improvements in the provision of
air navigation services such as increased capacity,
reduced delays and sustainable development, while
maintaining an optimum safety level.

4. The Commission shall adopt detailed implementing
rules for this Article in accordance with the regulatory pro
cedure referred to in Article  5(3) of the framework
Regulation.’;

10. the following Article is inserted:

‘Article 15a

Common projects

1. Common projects may assist the successful implemen
tation of the ATM Master Plan. Such projects shall support
the objectives of this Regulation to improve the performance
of the European aviation system in key areas such as capac
ity, flight and cost efficiency as well as environmental sustain
ability, within the overriding safety objectives.

2. The Commission may, in accordance with the regula
tory procedure referred to in Article  5(3) of the framework
Regulation, develop guidance material concerning the way in
which such projects can support the implementation of the
ATM Master Plan. Such guidance material shall not prejudice

mechanisms for the deployment of such projects concerning
functional airspace blocks as agreed upon by the parties of
those blocks.

3. The Commission may also decide, in accordance with
the regulatory procedure referred to in Article  5(3) of the
framework Regulation, to set up common projects for
network-related functions which are of particular importance
for the improvement of the overall performance of air traffic
management and air navigation services in Europe. Such
common projects may be considered eligible for Community
funding within the multiannual financial framework. To this
end, and without prejudice to Member States’ competence to
decide on the use of their financial resources, the Commis
sion shall carry out an independent cost-benefit analysis and
appropriate consultations with Member States and with rel
evant stakeholders in accordance with Article  10 of the
framework Regulation, exploring all appropriate means for
financing the deployment thereof. The eligible costs of
deployment of common projects shall be recovered in accor
dance with the principles of transparency and
non-discrimination.’;

11. Articles 16 to 18 are replaced by the following:

‘Article 16

Review of compliance

1. The Commission shall provide for the ongoing review
of compliance with the principles and rules referred to in
Articles  14 and  15, acting in cooperation with the Member
States. The Commission shall endeavour to establish the nec
essary mechanisms for making use of Eurocontrol expertise
and shall share the results of the review with the Member
States, Eurocontrol and the airspace users’ representatives.

2. At the request of one or more Member States that con
sider that the principles and rules referred to in Articles  14
and 15 have not been properly applied, or on its own initia
tive, the Commission shall carry out an investigation into any
allegation of non-compliance or non-application of the prin
ciples and/or rules concerned. Without prejudice to
Article  18(1), the Commission shall share the results of the
investigation with the Member States, Eurocontrol and the
airspace users’ representatives. Within two months of receipt
of a request, after having heard the Member State concerned
and after consulting the Single Sky Committee in accordance
with the advisory procedure referred to in Article 5(2) of the
framework Regulation, the Commission shall take a decision
on the application of Articles  14 and  15 of this Regulation
and as to whether the practice concerned may continue.

3. The Commission shall address its decision to the Mem
ber States and inform the service provider thereof, in so far
as it is legally concerned. Any Member State may refer the
Commission’s decision to the Council within one month. The
Council, acting by a qualified majority, may take a different
decision within a period of one month.
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Article 17

Revision of Annexes

Measures, designed to amend non-essential elements of the
Annexes in order to take into account technical or opera
tional developments, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 5(4)
of the framework Regulation.

On imperative grounds of urgency, the Commission may use
the urgency procedure referred to in Article  5(5) of the
framework Regulation.

Article 18

Confidentiality

1. Neither the national supervisory authorities, acting in
accordance with their national legislation, nor the Commis
sion shall disclose information of a confidential nature, in
particular information about air navigation service providers,
their business relations or their cost components.

2. Paragraph  1 shall be without prejudice to the right of
disclosure by national supervisory authorities or the Com
mission where this is essential for the fulfilment of their
duties, in which case such disclosure shall be proportionate
and shall have regard to the legitimate interests of air navi
gation service providers, airspace users, airports or other rel
evant stakeholders in the protection of their business secrets.

3. Information and data provided pursuant to the charg
ing scheme referred to in Article  14 shall be publicly
disclosed.’;

12. the following Article is inserted:

‘Article 18a

Review

The Commission shall submit a study to the European Par
liament and to the Council no later than 4 December 2012
evaluating the legal, safety, industrial, economic and social
impacts of the application of market principles to the provi
sion of communication, navigation, surveillance and aero
nautical information services, compared to existing or
alternative organisational principles and taking into account
developments in the functional airspace blocks and in avail
able technology.’;

13. Annex I is amended as follows:

(a) the title shall be replaced by the following:

‘REQUIREMENTS FOR QUALIFIED ENTITIES’;

(b) the introductory wording shall be replaced by the
following:

‘The qualified entities must:’.

Article 3

Regulation (EC) No 551/2004 shall be amended as follows:

1. Article 2 is deleted;

2. Article 3 is replaced by the following:

‘Article 3

European Upper Flight Information Region (EUIR)

1. The Community and its Member States shall aim at the
establishment and recognition by the ICAO of a single EUIR.
To that effect, for matters which fall within the competence
of the Community, the Commission shall submit a recom
mendation to the Council in accordance with Article 300 of
the Treaty at the latest by 4 December 2011.

2. The EUIR shall be designed to encompass the airspace
falling under the responsibility of the Member States in accor
dance with Article  1(3) and may also include airspace of
European third countries.

3. The establishment of the EUIR shall be without preju
dice to the responsibility of Member States for the designa
tion of air traffic service providers for the airspace under their
responsibility in accordance with Article  8(1) of the service
provision Regulation.

4. Member States shall retain their responsibilities towards
the ICAO within the geographical limits of the upper flight
information regions and flight information regions entrusted
to them by the ICAO on the date of entry into force of this
Regulation.’;

3. the following Article is inserted:

‘Article 3a

Electronic aeronautical information

1. Without prejudice to the publication by Member States
of aeronautical information and in a manner consistent with
that publication, the Commission, working in cooperation
with Eurocontrol, shall ensure the availability of electronic
aeronautical information of high quality, presented in a har
monised way and serving the requirements of all relevant
users in terms of data quality and timeliness.

2. For the purpose of paragraph 1, the Commission shall: 

(a) ensure the development of a Community-wide aeronau
tical information infrastructure in the form of an elec
tronic integrated briefing portal with unrestricted access
to interested stakeholders. That infrastructure shall inte
grate access to and provision of required data elements
such as, but not limited to aeronautical information, air
traffic services reporting office (ARO) information,
meteorological information and flow management
information;
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(b) support the modernisation and harmonisation of the
provision of aeronautical information in its broadest
sense in close cooperation with Eurocontrol and the
ICAO.

3. The Commission shall adopt detailed implementing
rules for this Article in accordance with the regulatory pro
cedure referred to in Article  5(3) of the framework
Regulation.’;

4. Article 4 is replaced by the following:

‘Article 4

Rules of the air and airspace classification

The Commission shall, in accordance with the regulatory
procedure referred to in Article 5(3) of the framework Regu
lation, adopt implementing rules in order to:

(a) adopt appropriate provisions on rules of the air based
upon ICAO standards and recommended practices;

(b) harmonise the application of the ICAO airspace classifi
cation, with appropriate adaptation, in order to ensure
the seamless provision of safe and efficient air traffic ser
vices within the single European sky.’;

5. Article 5 is deleted;

6. Article 6 is replaced by the following:

‘Article 6

Network management and design

1. The air traffic management (ATM) network functions
shall allow optimum use of airspace and ensure that airspace
users can operate preferred trajectories, while allowing maxi
mum access to airspace and air navigation services. These
network functions shall be aimed at supporting initiatives at
national level and at the level of functional airspace blocks
and shall be executed in a manner which respects the sepa
ration of regulatory and operational tasks.

2. In order to achieve the objectives referred to in para
graph  1 and without prejudice to the responsibilities of the
Member States with regard to national routes and airspace
structures, the Commission shall ensure that the following
functions are carried out: 

(a) design of the European route network;

(b) coordination of scarce resources within aviation fre
quency bands used by general air traffic, in particular
radio frequencies as well as coordination of radar tran
sponder codes.

The functions listed in the first subparagraph shall not
involve the adoption of binding measures of a general
scope or the exercise of political discretion. They shall
take into account proposals established at national level
and at the level of functional airspace blocks. They shall
be performed in coordination with military authorities
in accordance with agreed procedures concerning the
flexible use of airspace.

The Commission may, after consultation of the Single
Sky Committee and in conformity with the implement
ing rules referred to in paragraph 4, entrust to Eurocon
trol, or another impartial and competent body, the tasks
necessary for the execution of the functions listed in the
first subparagraph. These tasks shall be executed in an
impartial and cost-effective manner and performed on
behalf on Member States and stakeholders. They shall be
subject to appropriate governance, which recognises the
separate accountabilities for service provision and regu
lation, taking into consideration the needs of the whole
ATM network and with the full involvement of the air
space users and air navigation service providers.

3. The Commission may add to the list of the functions in
paragraph 2 after proper consultation of industry stakehold
ers. Those measures, designed to amend non-essential ele
ments of this Regulation by supplementing it, shall be
adopted in accordance with the regulatory procedure with
scrutiny referred to in Article  5(4) of the framework
Regulation.

4. Detailed rules for the implementation of the measures
referred to in this Article, except for those referred to in para
graphs 6 to 9, shall be adopted in accordance with the regu
latory procedure referred to in Article 5(3) of the framework
Regulation. Those implementing rules shall address in
particular: 

(a) the coordination and harmonisation of processes and
procedures to enhance the efficiency of aeronautical fre
quency management including the development of prin
ciples and criteria;

(b) the central function to coordinate the early identification
and resolution of frequency needs in the bands allocated
to European general air traffic to support the design and
operation of European aviation network;

(c) additional network functions as defined in the ATM
Master Plan;

(d) detailed arrangements for cooperative decision-making
between the Member States, the air navigation service
providers and the network management function for the
tasks referred to in paragraph 2;

(e) arrangements for consultation of the relevant stakehold
ers in the decision-making process both at national and
European levels; and
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(f) within the radio spectrum allocated to general air traffic
by the International Telecommunication Union, a divi
sion of tasks and responsibilities between the network
management function and national frequency managers,
ensuring that the national frequency management func
tions continue to perform those frequency assignments
that have no impact on the network. For those cases
which do have an impact on the network, the national
frequency managers shall cooperate with those respon
sible for the network management function to optimise
the use of frequencies.

5. Aspects of airspace design other than those referred to
in paragraph 2 shall be dealt with at national level or at the
level of functional airspace blocks. This design process shall
take into account traffic demands and complexity, national
or functional airspace block performance plans and shall
include full consultation of relevant airspace users or relevant
groups representing airspace users and military authorities as
appropriate.

6. Member States shall entrust Eurocontrol or another
impartial and competent body with the performance of air
traffic flow management, subject to appropriate oversight
arrangements.

7. Implementing rules for air traffic flow management,
including the necessary oversight arrangements, shall be
developed in accordance with the advisory procedure referred
to in Article 5(2) of the framework Regulation and adopted
in accordance with the regulatory procedure referred to in
Article 5(3) of the framework Regulation, with a view to opti
mising available capacity in the use of airspace and enhanc
ing air traffic flow management processes. These rules shall
be based on transparency and efficiency, ensuring that capac
ity is provided in a flexible and timely manner, consistent
with the recommendations of the ICAO Regional Air Navi
gation Plan, European Region.

8. The implementing rules for air traffic flow manage
ment shall support operational decisions by air navigation
service providers, airport operators and airspace users and
shall cover the following areas: 

(a) flight planning;

(b) use of available airspace capacity during all phases of
flight, including slot assignment; and

(c) use of routings by general air traffic, including:

— the creation of a single publication for route and
traffic orientation,

— options for diversion of general air traffic from con
gested areas, and

— priority rules regarding access to airspace for gen
eral air traffic, particularly during periods of conges
tion and crisis.

9. When developing and adopting the implementing rules
the Commission shall, as appropriate and without prejudice
to safety, take into account consistency between flight plans
and airport slots and the necessary coordination with adja
cent regions.’;

7. Article 9 is deleted.

Article 4

Regulation (EC) No 552/2004 shall be amended as follows:

1. the following Article is inserted:

‘Article 6a

Alternative verification of compliance

A certificate issued in accordance with Regulation (EC)
No 216/2008 of the European Parliament and of the Coun
cil of 20 February 2008 on common rules in the field of civil
aviation and establishing a European Aviation Safety
Agency , where it applies to constituents or systems, shall
be considered, for the purposes of Articles  5 and  6 of this
Regulation, as an EC declaration of conformity or suitability
for use, or as an EC declaration of verification, if it includes a
demonstration of compliance with the essential requirements
of this Regulation and the relevant implementing rules for
interoperability.

(*) OJ L 79, 19.3.2008, p. 1.’;

2. Article 9 is replaced by the following:

‘Article 9

Revision of Annexes

Measures, designed to amend non-essential elements of the
Annexes, in order to take into account technical or opera
tional developments, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 5(4)
of the framework Regulation.’;

3. in Article 10 the following paragraph is inserted:

‘2a. For the purposes of paragraph 2 of this Article, Mem
ber States may declare systems and constituents of the
EATMN as compliant with the essential requirements and
exempt from the provisions of Articles 5 and 6.’;
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4. Annex II is amended as follows:

(a) in Part A, the first paragraph of point  2, is be replaced
by the following:

‘The EATMN, its systems and their constituents shall
support, on a coordinated basis, new agreed and vali
dated concepts of operation that improve the quality,
sustainability and effectiveness of air navigation services,
in particular in terms of safety and capacity.’;

(b) Part B is amended as follows:

(i) the first paragraph of point 3.1.2, is replaced by the
following:

‘Flight data processing systems shall accommodate
the progressive implementation of advanced, agreed
and validated concepts of operation for all phases of
flight, in particular as envisaged in the ATM Master
Plan.’;

(ii) point 3.2.2 is replaced by the following:

‘3.2.2. Support for new concepts of operation

Surveillance data processing systems shall
accommodate the progressive availability of

new sources of surveillance information in
such a way as to improve the overall quality
of service, in particular as envisaged in the
ATM Master Plan.’;

(iii) point 4.2 is replaced by the following:

‘4.2. Support for new concepts of operation

Communication systems shall support the
implementation of advanced, agreed and vali
dated concepts of operation for all phases of
flight, in particular as envisaged in the ATM
Master Plan.’

Article 5

Entry into force

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

Article 6(2) and (6) of Regulation (EC) No 551/2004, as amended
by this Regulation, shall apply from the date specified in their
respective implementing rules but no later than 4  December
2012.

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

Done at Strasbourg, 21 October 2009.

For the European Parliament
The President

J. BUZEK

For the Council
The President

C. MALMSTRÖM
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REGULATION (EC) No 1071/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 21 October 2009

establishing common rules concerning the conditions to be complied with to pursue the occupation 
of road transport operator and repealing Council Directive 96/26/EC

(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 71(1) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and 
Social Committee

(1)  OJ C 151, 17.6.2008, p. 16.

 (1),

Having regard to the opinion of the European Data Protection 
Supervisor

(2)  OJ C 14, 19.1.2008, p. 1.

 (2),

After consulting the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251 
of the Treaty

(3)  Opinion of the European Parliament of 21  May 2008 (not yet pub
lished in the Official Journal), Council Common Position of 9 January
2009 (OJ  C  62  E, 17.3.2009, p.  1), Position of the European Parlia
ment of 23 April 2009 (not yet published in the Official Journal) and
Council Decision of 24 September 2009.

 (3),

Whereas:

(1) The completion of an internal market in road transport 
with fair conditions of competition requires the uniform 
application of common rules on admission to the occupa
tion of road haulage operator or road passenger transport 
operator (the occupation of road transport operator). Such 
common rules will contribute to the achievement of a 
higher level of professional qualification for road transport 
operators, the rationalisation of the market and an 
improved quality of service, in the interests of road trans
port operators, their customers and the economy as a 
whole, together with improvements in road safety. They 
will also facilitate the effective exercise of the right of estab
lishment by road transport operators.

(2) Council Directive 96/26/EC of 29  April 1996 on admis
sion to the occupation of road haulage operator and road 
passenger transport operator and mutual recognition of 
diplomas, certificates and other evidence of formal quali
fications intended to facilitate for these operators the right 
to freedom of establishment in national and international 
transport operations

(4)  OJ L 124, 23.5.1996, p. 1.

 (4) lays down minimum conditions 
governing admission to the occupation of road transport 

operator and the mutual recognition of the documents 
required in this connection. However, experience, an 
impact assessment and various studies show that that 
Directive is being applied inconsistently by Member States. 
Such disparities have several adverse consequences, in par
ticular a distortion of competition and a lack of market 
transparency and of uniform monitoring, as well as the 
risk that undertakings employing staff with a low level of 
professional qualification may be negligent in respect of, or 
less compliant with, the rules on road safety and social wel
fare, which may harm the image of the sector.

(3) These consequences are all the more detrimental as they 
are liable to disturb the smooth functioning of the internal 
market in road transport, since the market in the transport 
of international goods and certain cabotage operations is 
accessible to undertakings throughout the Community. 
The only condition imposed on such undertakings is that 
they have a Community licence, which can be obtained 
provided they satisfy the conditions governing admission 
to the occupation of road transport operator laid down in 
Regulation (EC) No 1072/2009 of the European Parlia
ment and of the Council of 21 October 2009 on common 
rules for access to the international road haulage market

(5)  See page 72 of this Official Journal.

 (5) 
and Regulation (EC) No 1073/2009 of the European Par
liament and of the Council of 21 October 2009 on com
mon rules for access to the international market for coach 
and bus services (6).

(4) It is therefore appropriate to modernise the existing rules 
on admission to the occupation of road transport opera
tor in order to ensure that those rules are applied more 
uniformly and effectively. Since compliance with those 
rules constitutes the main condition governing access to 
the Community market, and the applicable Community 
instruments in this field are Regulations, a Regulation 
would appear to be the most appropriate instrument to 
govern admission to the occupation of road transport 
operator.

(5) Member States should be allowed to adapt the conditions 
with which to comply in order to pursue the occupation 
of road transport operator in the outermost regions 
referred to in Article  299(2) of the Treaty because of the 
special characteristics of, and constraints in, those regions. 
However, the undertakings established in those regions 
which comply with the conditions to pursue the occupa
tion of road transport operator only as a result of such 
adaptation should not be able to obtain a Community 
licence. The adaptation of the conditions to pursue the 
occupation of road transport operator should not hinder
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(1)  OJ L 281, 23.11.1995, p. 31.

 

undertakings which would have been admitted to the occu
pation of road transport operator and which comply with 
the general conditions laid down in this Regulation from 
carrying out transport operations in the outermost regions.

(6) In the interests of fair competition, the common rules gov
erning the exercise of the occupation of road transport 
operator should apply as widely as possible to all under
takings. However, it is unnecessary to include within the 
scope of this Regulation undertakings which only perform 
transport operations with a very small impact on the trans
port market.

(7) It should be the responsibility of the Member State of 
establishment to verify that an undertaking satisfies at all 
times the conditions laid down in this Regulation so that 
the competent authorities of that Member State are able, if 
necessary, to decide to suspend or withdraw the authori
sations which allow that undertaking to operate on the 
market. Proper compliance with, and reliable monitoring 
of, the conditions governing admission to the occupation 
of road transport operator presuppose that undertakings 
have an effective and stable establishment.

(8) Natural persons with the requisite good repute and profes
sional competence should be clearly identified and desig
nated to the competent authorities. Such persons 
(transport managers), should be resident in a Member State 
and effectively and continuously manage the transport 
activities of road transport undertakings. It is therefore 
appropriate to specify the conditions under which a per
son is considered to effectively and continuously manage 
the transport activities of an undertaking.

(9) The good repute of transport managers is conditional on 
their not having been convicted of a serious criminal 
offence or not having incurred a penalty, for a serious 
infringement, in particular, of Community rules relating to 
road transport. A conviction or penalty incurred by a 
transport manager or a road transport undertaking in one 
or more Member States for the most serious infringements 
of Community rules should result in the loss of good 
repute provided that the competent authority has ascer
tained that a duly completed and documented investiga
tion procedure granting essential procedural rights took 
place before its final decision and that appropriate rights of 
appeal were respected.

(10) It is necessary for road transport undertakings to have a 
minimum financial standing to ensure their proper launch
ing and administration. A bank guarantee or a professional 
liability insurance may constitute a simple and cost-
efficient method of demonstrating the financial standing of 
undertakings.

(11) A high level of professional qualification should increase 
the socioeconomic efficiency of the road transport sector. 
It is therefore appropriate that applicants for the post of 
transport manager should possess high-quality profes
sional knowledge. In order to ensure greater uniformity of 
examinations and to promote a high quality of training, it 
is appropriate to provide that Member States may autho
rise examination and training centres according to criteria 
to be defined by them. Transport managers should possess 
the requisite knowledge for managing both national and 
international transport operations. The list of subjects of 
which knowledge is required in order to obtain a certifi
cate of professional competence and the procedures for the 
organisation of examinations are likely to evolve with tech
nical progress, and provision should be made for updating 
them. It should be possible for Member States to exempt 
from the examinations persons who can provide proof of 
continuous experience in managing transport activities.

(12) Fair competition and road transport that is fully compliant 
with the rules call for a uniform level of monitoring by 
Member States. The national authorities responsible for 
monitoring undertakings and the validity of their authori
sations have a crucial role to play in this respect, and it is 
appropriate to ensure that they take suitable measures if 
necessary, in particular in the most serious cases by sus
pending or withdrawing authorisations or declaring as 
unsuitable transport managers who are repeatedly negli
gent or who act in bad faith. This must be preceded by due 
consideration of the measure with respect to the propor
tionality principle. An undertaking should, however, be 
warned in advance and should have a reasonable period of 
time within which to rectify the situation before incurring 
such penalties.

(13) Better organised administrative cooperation between 
Member States would improve the effectiveness of the 
monitoring of undertakings operating in several Member 
States and would reduce administrative costs in the future. 
Electronic registers of undertakings interconnected 
throughout the Community, which comply with the Com
munity rules on the protection of personal data, would 
facilitate such cooperation and reduce the costs involved in 
checks for both undertakings and administrations. 
National registers already exist in several Member States. 
Infrastructure has also been set up with a view to promot
ing interconnection between Member States. A more sys
tematic use of electronic registers could therefore make a 
significant contribution to reducing the administrative 
costs of checks and to improving their effectiveness.

(14) Some data contained in national electronic registers con
cerning infringements and penalties are personal. Member 
States should therefore take the measures necessary to 
ensure compliance with Directive 95/46/EC of the Euro
pean Parliament and of the Council of 24  October 1995 
on the protection of individuals with regard to the process
ing of personal data and on the free movement of such 
data

(1)  OJ L 281, 23.11.1995, p. 31.

 (1), in particular with regard to the monitoring of the
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processing of personal data by public authorities, the right 
of data subjects to be provided with information, their 
right of access and their right to object. For the purposes 
of this Regulation, it would appear to be necessary to retain 
such data for at least 2 years to ensure that disqualified 
undertakings do not establish themselves in other Member 
States.

(15) In order to improve transparency and to allow the client of 
a transport undertaking to verify whether that undertak
ing is in possession of the appropriate authorisation, cer
tain data contained in the national electronic register 
should be made publicly accessible, in so far as the relevant 
provisions on data protection are complied with.

(16) It is essential to gradually interconnect national electronic 
registers so as to enable information to be exchanged rap
idly and efficiently between Member States and to guaran
tee that road transport operators are not tempted to 
commit, or to take the risk of committing, serious infringe
ments in Member States other than their Member State of 
establishment. Interconnection of this kind entails the joint 
definition of the precise format of the data to be exchanged 
and the technical procedures for the exchange of that data.

(17) In order to ensure the efficient exchange of information 
between Member States, national contact points should be 
designated and certain common procedures relating as a 
minimum to time limits and the nature of the information 
to be forwarded, should be specified.

(18) In order to facilitate freedom of establishment, the produc
tion of appropriate documents issued by a competent 
authority in the Member State where the transport man
ager used to reside should be accepted as sufficient proof 
of good repute for admission to the occupation of road 
transport operator in the Member State of establishment, 
provided that the persons concerned have not been 
declared unfit to pursue that occupation in other Member 
States.

(19) With regard to professional competence, in order to facili
tate freedom of establishment, a single model certificate 
issued in accordance with this Regulation should be 
regarded as sufficient proof by the Member State of 
establishment.

(20) Closer monitoring of the application of this Regulation at 
Community level is required. This presupposes the for
warding to the Commission of regular reports, drawn up 
on the basis of national registers, on the good repute, 
financial standing and professional competence of under
takings in the road transport sector.

(21) Member States should provide for penalties applicable to 
infringements of this Regulation. Such penalties should be 
effective, proportionate and dissuasive.

(22) Since the objective of this Regulation, namely the moderni
sation of the rules governing admission to the occupation 
of road transport operator in order to ensure that those 
rules are applied more uniformly and effectively in the 
Member States, cannot be sufficiently achieved by the 
Member States and can therefore by reason of the scale and 
effects of the action be better achieved at Community level, 
the Community may adopt measures, in accordance with 
the principle of subsidiarity as set out in Article  5 of the 
Treaty. In accordance with the principle of proportional
ity, as set out in that Article, this Regulation does not go 
beyond what is necessary to achieve that objective.

(23) The measures necessary for the implementation of this 
Regulation 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

(1)  OJ L 184, 17.7.1999, p. 23.

 (1).

(24) In particular, the Commission should be empowered to 
draw up a list of categories, types and degrees of serious
ness of infringements leading to the loss of good repute of 
road transport operators, to adapt to technical progress 
Annexes  I, II and  III to this Regulation concerning the 
knowledge to be taken into consideration for the recogni
tion of professional competence by the Member States and 
the model certificate of professional competence, and to 
draw up a list of infringements which in addition to those 
set out in Annex IV to this Regulation may lead to the loss 
of good repute. Since those measures are of general scope 
and are designed to amend non-essential elements of this 
Regulation, inter alia, by supplementing it with new non-
essential elements, they must be adopted in accordance 
with the regulatory procedure with scrutiny provided for 
in Article 5a of Decision 1999/468/EC.

(25) Directive 96/26/EC should be repealed,

HAVE ADOPTED THIS REGULATION:

CHAPTER I

GENERAL PROVISIONS

Article 1

Subject matter and scope

1. This Regulation governs admission to, and the pursuit of, 
the occupation of road transport operator.

2. This Regulation shall apply to all undertakings established 
in the Community which are engaged in the occupation of road 
transport operator. It shall also apply to undertakings which 
intend to engage in the occupation of road transport operator. 
References to undertakings engaged in the occupation of road 
transport operator shall, as appropriate, be considered to include 
a reference to undertakings intending to engage in such 
occupation.
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3. As regards the regions referred to in Article  299(2) of the 
Treaty, the Member States concerned may adapt the conditions to 
be complied with in order to pursue the occupation of road trans
port operator, in so far as operations are fully carried out in those 
regions by undertakings established there.

4. By way of derogation from paragraph  2, this Regulation 
shall, unless otherwise provided for in national law, not apply to: 

(a) undertakings engaged in the occupation of road haulage 
operator solely by means of motor vehicles or combinations 
of vehicles the permissible laden mass of which does not 
exceed 3,5 tonnes. Member States may, however, lower this 
limit for all or some categories of road transport operations;

(b) undertakings engaged in road passenger transport services 
exclusively for non-commercial purposes or which have a 
main occupation other than that of road passenger transport 
operator;

(c) undertakings engaged in the occupation of road transport 
operator solely by means of motor vehicles with a maximum 
authorised speed not exceeding 40 km/h.

5. Member States may exempt from the application of all or 
some of the provisions of this Regulation only those road trans
port operators engaged exclusively in national transport opera
tions having only a minor impact on the transport market because 
of: 

(a) the nature of the goods carried; or

(b) the short distances involved.

Article 2

Definitions

For the purposes of this Regulation:

1. ‘the occupation of road haulage operator’ means the activity 
of any undertaking transporting goods for hire or reward by 
means either of motor vehicles or combinations of vehicles;

2. ‘the occupation of road passenger transport operator’ means 
the activity of any undertaking operating, by means of motor 
vehicles so constructed and equipped as to be suitable for 
carrying more than nine persons, including the driver, and 
intended for that purpose, passenger transport services for 
the public or for specific categories of users in return for pay
ment by the person transported or by the transport organiser;

3. ‘the occupation of road transport operator’ means the occu
pation of road passenger transport operator or the occupa
tion of road haulage operator;

4. ‘undertaking’ means any natural person, any legal person, 
whether profit-making or not, any association or group of 
persons without legal personality, whether profit-making or 
not, or any official body, whether having its own legal per
sonality or being dependent upon an authority having such 

personality, engaged in the transport of passengers, or any 
natural or legal person engaged in the transport of freight 
with a commercial purpose;

5. ‘transport manager’ means a natural person employed by an 
undertaking or, if that undertaking is a natural person, that 
person or, where provided for, another natural person des
ignated by that undertaking by means of a contract, who 
effectively and continuously manages the transport activities 
of that undertaking;

6. ‘authorisation to pursue the occupation of road transport 
operator’ means an administrative decision which authorises 
an undertaking which satisfies the conditions laid down in 
this Regulation to pursue the occupation of road transport 
operator;

7. ‘competent authority’ means a national, regional or local 
authority in a Member State which, for the purpose of autho
rising the pursuit of the occupation of road transport opera
tor, verifies whether an undertaking satisfies the conditions 
laid down in this Regulation, and which is empowered to 
grant, suspend or withdraw an authorisation to pursue the 
occupation of road transport operator;

8. ‘Member State of establishment’ means the Member State in
which an undertaking is established, regardless of whether its
transport manager originates from another country.

Article 3

Requirements for engagement in the occupation of road
transport operator

1. Undertakings engaged in the occupation of road transport
operator shall: 

(a) have an effective and stable establishment in a Member State;

(b) be of good repute;

(c) have appropriate financial standing; and

(d) have the requisite professional competence.

2. Member States may decide to impose additional require
ments, which shall be proportionate and non-discriminatory, to
be satisfied by undertakings in order to engage in the occupation
of road transport operator.

Article 4

Transport manager

1. An undertaking which engages in the occupation of road
transport operator shall designate at least one natural person, the
transport manager, who satisfies the requirements set out in
Article 3(1)(b) and (d) and who: 

(a) effectively and continuously manages the transport activities
of the undertaking;
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(b) has a genuine link to the undertaking, such as being an
employee, director, owner or shareholder or administering it,
or, if the undertaking is a natural person, is that person; and

(c) is resident in the Community.

2. If an undertaking does not satisfy the requirement of pro
fessional competence laid down in Article 3(1)(d), the competent
authority may authorise it to engage in the occupation of road
transport operator without a transport manager designated in
accordance with paragraph 1 of this Article, provided that: 

(a) the undertaking designates a natural person residing in the
Community who satisfies the requirements laid down in
Article 3(1)(b) and (d), and who is entitled under contract to
carry out duties as transport manager on behalf of the
undertaking;

(b) the contract linking the undertaking with the person referred
to in point (a) specifies the tasks to be performed on an effec
tive and continuous basis by that person, and indicates his or
her responsibilities as transport manager. The tasks to be
specified shall comprise, in particular, those relating to
vehicle maintenance management, verification of transport
contracts and documents, basic accounting, the assignment
of loads or services to drivers and vehicles, and the verifica
tion of safety procedures;

(c) in his or her capacity as transport manager, the person
referred to in point (a) may manage the transport activities of
up to four different undertakings carried out with a com
bined maximum total fleet of 50 vehicles. Member States
may decide to lower the number of undertakings and/or the
size of the total fleet of vehicles which that person may man
age; and

(d) the person referred to in point (a) performs the specified tasks
solely in the interests of the undertaking and his or her
responsibilities are exercised independently of any undertak
ings for which the undertaking carries out transport
operations.

3. Member States may decide that a transport manager desig
nated in accordance with paragraph 1 may not in addition be des
ignated in accordance with paragraph  2, or may only be so
designated in respect of a limited number of undertakings or a
fleet of vehicles that is smaller than that referred to in
paragraph 2(c).

4. The undertaking shall notify the competent authority of the
transport manager or managers designated.

CHAPTER II

CONDITIONS TO BE MET TO SATISFY THE REQUIREMENTS
LAID DOWN IN ARTICLE 3

Article 5

Conditions relating to the requirement of establishment

In order to satisfy the requirement laid down in Article 3(1)(a), an
undertaking shall, in the Member State concerned:

(a) have an establishment situated in that Member State with
premises in which it keeps its core business documents, in
particular its accounting documents, personnel management
documents, documents containing data relating to driving
time and rest and any other document to which the compe
tent authority must have access in order to verify compliance
with the conditions laid down in this Regulation. Member
States may require that establishments on their territory also
have other documents available at their premises at any time;

(b) once an authorisation is granted, have at its disposal one or
more vehicles which are registered or otherwise put into cir
culation in conformity with the legislation of that Member
State, whether those vehicles are wholly owned or, for
example, held under a hire-purchase agreement or a hire or
leasing contract;

(c) conduct effectively and continuously with the necessary
administrative equipment its operations concerning the
vehicles mentioned in point  (b) and with the appropriate
technical equipment and facilities at an operating centre situ
ated in that Member State.

Article 6

Conditions relating to the requirement of good repute

1. Subject to paragraph 2 of this Article, Member States shall
determine the conditions to be met by undertakings and trans
port managers in order to satisfy the requirement of good repute
laid down in Article 3(1)(b). 

In determining whether an undertaking has satisfied that require
ment, Member States shall consider the conduct of the undertak
ing, its transport managers and any other relevant person as may
be determined by the Member State. Any reference in this Article
to convictions, penalties or infringements shall include convic
tions, penalties or infringements of the undertaking itself, its
transport managers and any other relevant person as may be
determined by the Member State. 
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The conditions referred to in the first subparagraph shall include
at least the following: 

(a) that there be no compelling grounds for doubting the good
repute of the transport manager or the transport undertak
ing, such as convictions or penalties for any serious infringe
ment of national rules in force in the fields of:

(i) commercial law;

(ii) insolvency law;

(iii) pay and employment conditions in the profession;

(iv) road traffic;

(v) professional liability;

(vi) trafficking in human beings or drugs; and

(b) that the transport manager or the transport undertaking have
not in one or more Member States been convicted of a seri
ous criminal offence or incurred a penalty for a serious
infringement of Community rules relating in particular to:

(i) the driving time and rest periods of drivers, working
time and the installation and use of recording
equipment;

(ii) the maximum weights and dimensions of commercial
vehicles used in international traffic;

(iii) the initial qualification and continuous training of
drivers;

(iv) the roadworthiness of commercial vehicles, including
the compulsory technical inspection of motor vehicles;

(v) access to the market in international road haulage or, as
appropriate, access to the market in road passenger
transport;

(vi) safety in the carriage of dangerous goods by road;

(vii) the installation and use of speed-limiting devices in cer
tain categories of vehicle;

(viii) driving licences;

(ix) admission to the occupation;

(x) animal transport.

2. For the purposes of point  (b) of the third subparagraph of
paragraph 1: 

(a) where the transport manager or the transport undertaking
has in one or more Member States been convicted of a seri
ous criminal offence or incurred a penalty for one of the
most serious infringements of Community rules as set out in
Annex  IV, the competent authority of the Member State

of establishment shall carry out in an appropriate and timely
manner a duly completed administrative procedure, which
shall include, if appropriate, a check at the premises of the
undertaking concerned.

The procedure shall determine whether, due to specific cir
cumstances, the loss of good repute would constitute a dis
proportionate response in the individual case. Any such
finding shall be duly reasoned and justified.

If the competent authority finds that the loss of good repute
would constitute a disproportionate response, it may decide
that good repute is unaffected. In such case, the reasons shall
be recorded in the national register. The number of such deci
sions shall be indicated in the report referred to in
Article 26(1).

If the competent authority does not find that the loss of good
repute would constitute a disproportionate response, the
conviction or penalty shall lead to the loss of good repute;

(b) the Commission shall draw up a list of categories, types and
degrees of seriousness of serious infringements of Commu
nity rules which, in addition to those set out in Annex  IV,
may lead to the loss of good repute. Member States shall take
into account information on those infringements, including
information received from other Member States, when set
ting the priorities for checks pursuant to Article 12(1).

Those measures, designed to amend non-essential elements
of this Regulation by supplementing it and which relate to
this list, shall be adopted in accordance with the regulatory
procedure with scrutiny referred to in Article 25(3).

To this end, the Commission shall:

(i) lay down the categories and types of infringement which
are most frequently encountered;

(ii) define the degree of seriousness of infringements accord
ing to their potential to create a risk of fatalities or seri
ous injuries; and

(iii) provide the frequency of occurrence beyond which
repeated infringements shall be regarded as more seri
ous, by taking into account the number of drivers used
for the transport activities managed by the transport
manager.

3. The requirement laid down in Article  3(1)(b) shall not be
satisfied until a rehabilitation measure or any other measure hav
ing an equivalent effect has been taken pursuant to the relevant
provisions of national law.
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Article 7

Conditions relating to the requirement of financial
standing

1. In order to satisfy the requirement laid down in
Article 3(1)(c), an undertaking shall at all times be able to meet its
financial obligations in the course of the annual accounting year.
To this end, the undertaking shall demonstrate, on the basis of
annual accounts certified by an auditor or a duly accredited per
son, that, every year, it has at its disposal capital and reserves
totalling at least EUR  9 000 when only one vehicle is used and
EUR 5 000 for each additional vehicle used.

For the purposes of this Regulation, the value of the euro in the
currencies of Member States which do not participate in the third
stage of the economic and monetary union shall be fixed every
year. The rates to be applied shall be those obtained on the first
working day of October and published in the Official Journal of the
European Union. They shall have effect from 1 January of the fol
lowing calendar year.

The accounting items referred to in the first subparagraph shall be
understood as those defined in Fourth Council Directive
78/660/EEC of 25  July 1978 based on Article  54(3)(g) of the
Treaty on the annual accounts of certain types of companies

(1)  OJ L 222, 14.8.1978, p. 11.

 (1).

2. By way of derogation from paragraph  1, the competent 
authority may agree or require that an undertaking demonstrate 
its financial standing by means of a certificate such as a bank 
guarantee or an insurance, including a professional liability insur
ance from one or more banks or other financial institutions, 
including insurance companies, providing a joint and several 
guarantee for the undertaking in respect of the amounts specified 
in the first subparagraph of paragraph 1.

3. The annual accounts referred to in paragraph  1, and the 
guarantee referred to in paragraph 2, which are to be verified, are 
those of the economic entity established in the Member State in 
which an authorisation has been applied for and not those of any 
other entity established in any other Member State.

Article 8

Conditions relating to the requirement of professional 
competence

1. In order to satisfy the requirement laid down in 
Article  3(1)(d), the person or persons concerned shall possess 
knowledge corresponding to the level provided for in Part I of 
Annex  I in the subjects listed therein. That knowledge shall be 
demonstrated by means of a compulsory written examination 
which, if a Member State so decides, may be supplemented by an 
oral examination. Those examinations shall be organised in accor
dance with Part II of Annex  I. To this end, Member States may 
decide to impose training prior to the examination.

2. The persons concerned shall sit the examination in the 
Member State in which they have their normal residence or the 
Member State in which they work. 

‘Normal residence’ shall mean the place where a person usually
lives, that is for at least 185 days in each calendar year, because
of personal ties which show close links between that person and
the place where he is living.

However, the normal residence of a person whose occupational
ties are in a different place from his personal ties and who, con
sequently, lives in turn in different places situated in two or more
Member States, shall be regarded as being in the place of his per
sonal ties, provided that such person returns there regularly. This
last condition shall not be required where the person is living in a
Member State in order to carry out a task of a definite duration.
Attendance at a university or school shall not imply transfer of
normal residence.

3. Only the authorities or bodies duly authorised for this pur
pose by a Member State, in accordance with criteria defined by it,
may organise and certify the written and oral examinations
referred to in paragraph  1. Member States shall regularly verify
that the conditions under which those authorities or bodies orga
nise the examinations are in accordance with Annex I.

4. Member States may duly authorise, in accordance with cri
teria defined by them, bodies to provide applicants with high-
quality training to prepare them for the examinations and
transport managers with continuous training to update their
knowledge if they wish to do so. Such Member States shall regu
larly verify that these bodies at all times fulfil the criteria on the
basis of which they were authorised.

5. Member States may promote periodic training on the sub
jects listed in Annex I at 10-year intervals to ensure that transport
managers are aware of developments in the sector.

6. Member States may require persons who possess a certifi
cate of professional competence, but who have not managed a
road haulage undertaking or a road passenger transport under
taking in the last 5 years, to undertake retraining in order to
update their knowledge regarding the current developments of
the legislation referred to in Part I of Annex I.

7. A Member State may exempt the holders of certain higher
education qualifications or technical education qualifications
issued in that Member State, specifically designated to this end
and entailing knowledge of all the subjects listed in Annex I from
the examination in the subjects covered by those qualifications.
The exemption shall only apply to those sections of Part I of
Annex I for which the qualification covers all subjects listed under
the heading of each section. 

A Member State may exempt from specified parts of the exami
nations holders of certificates of professional competence valid
for national transport operations in that Member State. 
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8. A certificate issued by the authority or body referred to in
paragraph  3 shall be produced as proof of professional compe
tence. That certificate shall not be transferable to any other per
son. It shall be drawn up in accordance with the security features
and the model certificate set out in Annexes  II and  III and shall
bear the seal of the duly authorised authority or body which
issued it.

9. The Commission shall adapt Annexes I, II and III to techni
cal progress. Those measures, designed to amend non-essential
elements of this Regulation, shall be adopted in accordance with
the regulatory procedure with scrutiny referred to in Article 25(3).

10. The Commission shall encourage and facilitate the
exchange of experience and information between Member States,
or through any body it may designate, concerning training,
examinations and authorisations.

Article 9

Exemption from examination

Member States may decide to exempt from the examinations
referred to in Article  8(1) persons who provide proof that they
have continuously managed a road haulage undertaking or a road
passenger transport undertaking in one or more Member States
for the period of 10 years before 4 December 2009.

CHAPTER III

AUTHORISATION AND MONITORING

Article 10

Competent authorities

1. Each Member State shall designate one or more competent
authorities to ensure the correct implementation of this Regula
tion. Those competent authorities shall be empowered to: 

(a) examine applications made by undertakings;

(b) grant authorisations to engage in the occupation of road
transport operator, and suspend or withdraw such
authorisations;

(c) declare a natural person to be unfit to manage the transport
activities of an undertaking in the capacity of transport
manager;

(d) carry out the requisite checks to verify whether an undertak
ing satisfies the requirements laid down in Article 3.

2. The competent authorities shall publish all the conditions
laid down pursuant to this Regulation, any other national provi
sions, the procedures to be followed by interested applicants and
the corresponding explanations.

Article 11

Examination and registration of applications

1. A transport undertaking which complies with the require
ments laid down in Article  3 shall, upon application, be autho
rised to engage in the occupation of road transport operator. The
competent authority shall ascertain that an undertaking which
submits an application satisfies the requirements laid down in that
Article.

2. The competent authority shall record in the national elec
tronic register referred to in Article 16 the data relating to under
takings which it authorises and which are referred to in points (a)
to (d) of the first subparagraph of Article 16(2).

3. The time limit for the examination of an application for
authorisation by a competent authority shall be as short as pos
sible and shall not exceed 3 months from the date on which the
competent authority receives all documents necessary to assess
the application. The competent authority may extend this time
limit for one additional month in duly justified cases.

4. Until 31  December 2012, the competent authority shall
verify, in case of any doubt when assessing the good repute of an
undertaking, whether at the time of application the designated
transport manager or managers are declared, in one of the Mem
ber States, unfit to manage the transport activities of an under
taking pursuant to Article 14.

From 1  January 2013, when assessing the good repute of an
undertaking, the competent authority shall verify, by accessing
the data referred to in point  (f) of the first subparagraph of
Article 16(2), either by direct secure access to the relevant part of
the national registers or by request, whether at the time of the
application the designated transport manager or managers are
declared, in one of the Member States, unfit to manage the trans
port activities of an undertaking pursuant to Article 14.

Measures designed to amend non-essential elements of this Regu
lation and relating to a postponement for a maximum of 3 years
of the dates referred to in this paragraph shall be adopted in
accordance with the regulatory procedure with scrutiny referred
to in Article 25(3).

5. Undertakings with an authorisation to engage in the occu
pation of road transport operator shall, within a period of 28 days
or less, as determined by the Member State of establishment,
notify the competent authority which granted the authorisation
of any changes to the data referred to in paragraph 2.

Article 12

Checks

1. Competent authorities shall monitor whether undertakings
which they have authorised to engage in the occupation of road
transport operator continue to fulfil the requirements laid down
in Article 3. To that end, Member States shall carry out checks tar
geting those undertakings which are classed as posing an
increased risk. For that purpose, Member States shall extend the
risk classification system established by them pursuant to Article 9
of Directive 2006/22/EC of the European Parliament and of the
Council of 15  March 2006 on minimum conditions for the
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implementation of Council Regulations (EEC) No  3820/85
and  (EEC) No  3821/85 concerning social legislation relating to
road transport activities

(1)  OJ L 102, 11.4.2006, p. 35.

 (1) to cover all infringements specified in
Article 6 of this Regulation.

2. Until 31  December 2014, Member States shall carry out
checks at least every 5 years to verify that undertakings fulfil the
requirements laid down in Article 3.

Measures designed to amend non-essential elements of this Regu
lation and relating to a postponement of the date referred to in
the first subparagraph shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 25(3).

3. Member States shall carry out individual checks to verify
whether an undertaking meets the conditions governing admis
sion to the occupation of road transport operator whenever the
Commission so requests in duly motivated cases. It shall inform
the Commission of the results of such checks and of the measures
taken if it is established that the undertaking no longer fulfils the
requirements laid down in this Regulation.

Article  13

Procedure for the suspension and withdrawal of
authorisations

1. Where a competent authority establishes that an undertak
ing runs the risk of no longer fulfilling the requirements laid down
in Article 3, it shall notify the undertaking thereof. Where a com
petent authority establishes that one or more of those require
ments is no longer satisfied, it may set one of the following time
limits for the undertaking to rectify the situation: 

(a) a time limit not exceeding 6 months, which may be extended
by 3 months in the event of the death or physical incapacity
of the transport manager, for the recruitment of a replace
ment transport manager where the transport manager no
longer satisfies the requirement as to good repute or profes
sional competence;

(b) a time limit not exceeding 6 months where the undertaking
has to rectify the situation by demonstrating that it has an
effective and stable establishment;

(c) a time limit not exceeding 6 months where the requirement
of financial standing is not satisfied, in order to demonstrate
that that requirement will again be satisfied on a permanent
basis.

2. The competent authority may require an undertaking whose
authorisation has been suspended or withdrawn to ensure that its
transport managers have passed the examinations referred to in
Article 8(1) prior to any rehabilitation measure being taken.

3. If the competent authority establishes that the undertaking
no longer satisfies one or more of the requirements laid down in
Article 3, it shall suspend or withdraw the authorisation to engage
in the occupation of road transport operator within the time lim
its referred to in paragraph 1 of this Article.

Article 14

Declaration of unfitness of the transport manager

1. Where a transport manager loses good repute in accordance
with Article  6, the competent authority shall declare that trans
port manager unfit to manage the transport activities of an
undertaking.

2. Unless and until a rehabilitation measure is taken in accor
dance with the relevant provisions of national law, the certificate
of professional competence, referred to in Article  8(8), of the
transport manager declared to be unfit, shall no longer be valid in
any Member State.

Article 15

Decisions of the competent authorities and appeals

1. Negative decisions taken by the competent authorities of the
Member States pursuant to this Regulation, including the rejec
tion of an application, the suspension or withdrawal of an exist
ing authorisation and a declaration of unfitness of a transport
manager, shall state the reasons on which they are based. 

Such decisions shall take account of available information con
cerning infringements committed by the undertaking or the trans
port manager which are such as to detract from the good repute
of the undertaking and of any other information at the disposal
of the competent authority. They shall specify the rehabilitation
measures applicable in the event of the suspension of an autho
risation or a declaration of unfitness. 

2. Member States shall take steps to ensure that the undertak
ings and persons concerned have the possibility of appealing the
decisions referred to in paragraph  1 to at least one independent
and impartial body or a court of law.

CHAPTER IV

SIMPLIFICATION AND ADMINISTRATIVE COOPERATION

Article 16

National electronic registers

1. For the purposes of the implementation of this Regulation,
and in particular Articles  11 to  14 and Article  26 thereof, each
Member State shall keep a national electronic register of road
transport undertakings which have been authorised by a compe
tent authority designated by it to engage in the occupation of road
transport operator. The data contained in that register shall be
processed under the supervision of a public authority designated
for that purpose. The relevant data contained in the national elec
tronic register shall be accessible to all the competent authorities
of the Member State in question. 

By 31  December 2009, the Commission shall adopt a Decision
on minimum requirements for the data to be entered in the
national electronic register from the date of its setting-up in order
to facilitate the future interconnection of registers. It may recom
mend the inclusion of the vehicle registration marks in addition
to the data referred to in paragraph 2.
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2. National electronic registers shall contain at least the follow
ing data: 

(a) the name and legal form of the undertaking;

(b) the address of its establishment;

(c) the names of the transport managers designated to meet the
conditions as to good repute and professional competence
or, as appropriate, the name of a legal representative;

(d) the type of authorisation, the number of vehicles it covers
and, where appropriate, the serial number of the Community
licence and of the certified copies;

(e) the number, category and type of serious infringements, as
referred to in Article  6(1)(b), which have resulted in a con
viction or penalty during the last 2 years;

(f) the name of any person declared to be unfit to manage the
transport activities of an undertaking, as long as the good
repute of that person has not been re-established pursuant to
Article 6(3), and the rehabilitation measures applicable.

For the purposes of point (e), Member States may, until 31 Decem
ber 2015, choose to include in the national electronic register
only the most serious infringements set out in Annex IV.

Member States may choose to keep the data referred to in
points (e) and (f) of the first subparagraph in separate registers. In
such a case, the relevant data shall be available upon request or
directly accessible to all the competent authorities of the Member
State in question. The requested information shall be provided
within 30 working days of receipt of the request. The data referred
to in points  (a) to  (d) of the first subparagraph shall be publicly
accessible, in accordance with the relevant provisions on personal
data protection.

In any case, the data referred to in points  (e) and  (f) of the first
subparagraph shall only be accessible to authorities other than the
competent authorities where they are duly endowed with powers
relating to supervision and the imposition of penalties in the road
transport sector and their officials are sworn to, or otherwise are
under a formal obligation of, secrecy.

3. Data concerning an undertaking whose authorisation has
been suspended or withdrawn shall remain in the national elec
tronic register for 2 years from the expiry of the suspension or the
withdrawal of the licence, and shall thereafter be immediately
removed. 

Data concerning any person declared to be unfit for the occupa
tion of road transport operator shall remain in the national elec
tronic register as long as the good repute of that person has not
been re-established pursuant to Article 6(3). Where such a reha
bilitation measure or any other measure having an equivalent
effect is taken, the data shall be immediately removed. 

The data referred to in the first and second subparagraphs shall
specify the reasons for the suspension or withdrawal of the autho
risation or the declaration of unfitness, as appropriate, and the
corresponding duration. 

4. Member States shall take all necessary measures to ensure
that all the data contained in the national electronic register is
kept up to date and is accurate, in particular the data referred to
in points (e) and (f) of the first subparagraph of paragraph 2.

5. Without prejudice to paragraphs  1 and  2, Member States
shall take all necessary measures to ensure that the national elec
tronic registers are interconnected and accessible throughout the
Community through the national contact points defined in
Article  18. Accessibility through national contact points and
interconnection shall be implemented by 31  December 2012 in
such a way that a competent authority of any Member State is
able to consult the national electronic register of any Member
State.

6. Common rules concerning the implementation of para
graph 5, such as the format of the data exchanged, the technical
procedures for electronic consultation of the national electronic
registers of the other Member States and the promotion of the
interoperability of these registers with other relevant databases,
shall be adopted by the Commission in accordance with the advi
sory procedure referred to in Article 25(2) and for the first time
before 31 December 2010. Those common rules shall determine
which authority is responsible for access to data and further use
and updating of data after access and, to this effect, shall include
rules on data logging and data monitoring.

7. Measures designed to amend non-essential elements of this
Regulation and relating to a postponement of the time limits
referred to in paragraphs 1 and 5 shall be adopted in accordance
with the regulatory procedure with scrutiny referred to in
Article 25(3).

Article 17

Protection of personal data

With regard to the application of Directive 95/46/EC, Member
States shall ensure in particular that:

(a) all persons are informed when data relating to them is
recorded or is planned to be forwarded to third parties. The
information provided shall specify the identity of the author
ity responsible for processing the data, the type of data pro
cessed and the reasons for such action;

(b) all persons have a right of access to data relating to them held
by the authority responsible for processing those data. That
right shall be exercisable without constraint, at reasonable
intervals and without excessive delay or cost for the applicant;

(c) all persons whose data are incomplete or inaccurate have the
right to have those data rectified, erased or blocked;
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(d) all persons have the right to oppose, on compelling legiti
mate grounds, the processing of data relating to them. Where
there is justified opposition, the processing may no longer
involve those data;

(e) undertakings comply, where applicable, with the relevant
provisions on the protection of personal data.

Article 18

Administrative cooperation between Member States

1. Member States shall designate a national contact point
responsible for the exchange of information with the other Mem
ber States with regard to the application of this Regulation. Mem
ber States shall forward to the Commission the names and
addresses of their national contact points by 4  December 2011.
The Commission shall draw up a list of all contact points and for
ward it to the Member States.

2. Member States which exchange information in the frame
work of this Regulation shall use the national contact points des
ignated pursuant to paragraph 1.

3. Member States which exchange information on the infringe
ments referred to in Article  6(2) or on transport managers
declared to be unfit shall comply with the procedure and time
limits referred to in Article  13(1) of Regulation (EC) No
1072/2009 or, as appropriate, Article  23(1) of Regulation (EC)
No 1073/2009. A Member State which receives notification of a
serious infringement which has resulted in a conviction or a pen
alty in another Member State shall record that infringement in its
national electronic register.

CHAPTER V

MUTUAL RECOGNITION OF CERTIFICATES AND OTHER
DOCUMENTS

Article 19

Certificates of good repute and equivalent documents

1. Without prejudice to Article  11(4), the Member State of
establishment shall accept as sufficient proof of good repute for
admission to the occupation of road transport operator the pro
duction of an extract from a judicial record or, failing that, an
equivalent document issued by a competent judicial or adminis
trative authority in the Member State where the transport man
ager or any other relevant person used to reside.

2. Where a Member State imposes on its own nationals cer
tain conditions relating to good repute, and proof that these con
ditions are met cannot be provided by means of the document
referred to in paragraph 1, that Member State shall accept as suf
ficient proof for nationals of other Member States a certificate
issued by a competent judicial or administrative authority in the
Member State(s) where the transport manager or any other rel
evant person used to reside stating that these conditions have
been met. Such certificate shall relate to the specific information
taken into consideration in the Member State of establishment.

3. If the document referred to in paragraph 1 or the certificate
referred to in paragraph  2 has not been issued by the Member
State(s) where the transport manager or any other relevant per
son used to reside, that document or certificate may be replaced
by a declaration on oath or by a solemn declaration made by the
transport manager or any other relevant person before a compe
tent judicial or administrative authority or, where appropriate,
before a notary in the Member State where the transport manager
or any other relevant person used to reside. Such authority or
notary shall issue a certificate authenticating the declaration on
oath or the solemn declaration.

4. A document referred to in paragraph  1 and a certificate
referred to in paragraph 2 shall not be accepted if produced more
than 3 months after their date of issue. This condition shall also
apply to a declaration made in accordance with paragraph 3.

Article 20

Certificates relating to financial standing

Where a Member State imposes on its nationals certain conditions
relating to financial standing in addition to those set out in
Article  7, that Member State shall accept as sufficient proof for
nationals of other Member States a certificate issued by a compe
tent authority in the Member State(s) where the transport man
ager or any other relevant person used to reside stating that these
conditions have been met. Such certificate shall relate to the spe
cific information taken into consideration in the new Member
State of establishment.

Article 21

Certificates of professional competence

1. Member States shall recognise as sufficient proof of profes
sional competence a certificate which complies with the model
certificate set out in Annex III and which is issued by the author
ity or body duly authorised for that purpose.
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2. A certificate issued before 4  December 2011 as proof of
professional competence pursuant to the provisions in force until
that date shall be deemed to be equivalent to a certificate which
complies with the model certificate set out in Annex III and shall
be recognised as proof of professional competence in all Member
States. Member States may require that holders of certificates of
professional competence valid only for national transport pass the
examinations, or parts of the examinations, referred to in
Article 8(1).

CHAPTER VI

FINAL PROVISIONS

Article 22

Penalties

1. Member States shall lay down the rules on penalties appli
cable to infringements of the provisions of this Regulation, and
shall take all the measures necessary to ensure that they are imple
mented. The penalties provided for shall be effective, proportion
ate and dissuasive. Member States shall notify those provisions to
the Commission by 4 December 2011 at the latest and shall notify
it without delay of any subsequent amendment affecting them.
Member States shall ensure that all such measures are applied
without discrimination as to the nationality or place of establish
ment of the undertaking.

2. The penalties referred to in paragraph  1 shall include, in
particular, suspension of the authorisation to engage in the occu
pation of road transport operator, withdrawal of such authorisa
tion and a declaration of unfitness of the transport manager.

Article  23

Transitional provisions

Undertakings which before 4 December 2009 have an authorisa
tion to engage in the occupation of road transport operator shall
comply with the provisions of this Regulation by 4  December 
2011.

Article 24

Mutual assistance

The competent authorities of the Member States shall cooperate
closely and shall give each other mutual assistance for the pur
poses of applying this Regulation. They shall exchange informa
tion on convictions and penalties for any serious infringements,
and other specific information liable to have consequences for the
pursuit of the occupation of road transport operator, in compli
ance with the provisions applicable to the protection of personal
data.

Article 25

Committee procedure

1. The Commission shall be assisted by the Committee set up
by Article  18(1) of Council Regulation (EEC) No  3821/85 of
20 December 1985 on recording equipment in road transport

(1)  OJ L 370, 31.12.1985, p. 8.

 (1).

2. Where reference is made to this paragraph, Articles 3 and 7 
of Decision 1999/468/EC shall apply, having regard to the pro
visions of Article 8 thereof.

3. Where reference is made to this paragraph, Article  5a(1) 
to (4) and Article 7 of Decision 1999/468/EC shall apply, having 
regard to the provisions of Article 8 thereof.

Article 26

Reporting

1. Every 2 years, Member States shall draw up a report on the 
activities of the competent authorities and shall forward it to the 
Commission. This report shall comprise: 

(a) an overview of the sector with regard to good repute, finan
cial standing and professional competence;

(b) the number of authorisations granted by year and by type, 
those suspended, those withdrawn, the number of declara
tions of unfitness and the reasons on which those decisions 
were based;

(c) the number of certificates of professional competence issued 
each year;

(d) core statistics relating to the national electronic registers and 
their use by the competent authorities; and

(e) an overview of exchanges of information with other Mem
ber States pursuant to Article  18(2), including in particular 
the annual number of established infringements notified to 
other Member States and the replies received, as well as the 
annual number of requests and replies received pursuant to 
Article 18(3).

2. On the basis of the reports referred to in paragraph  1, the 
Commission shall, every 2 years, submit a report to the European 
Parliament and to the Council on the pursuit of the occupation of 
road transport operator. That report shall contain, in particular, 
an assessment of the operation of the exchange of information 
between Member States and a review of the functioning and data 
contained in the national electronic registers. It shall be published 
at the same time as the report referred to in Article 17 of Regu
lation (EC) No 561/2006 of the European Parliament and of the 
Council of 15 March 2006 on the harmonisation of certain social 
legislation relating to road transport

(2)  OJ L 102, 11.4.2006, p. 1.

 (2).
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Article 27

List of competent authorities

Each Member State shall forward to the Commission by 4 Decem
ber 2011 a list of competent authorities which it has designated 
to authorise the pursuit of the occupation of road transport 
operator and a list of the authorised authorities or bodies respon
sible for organising the examinations referred to in Article  8(1) 
and issuing the certificates. A consolidated list of those authori
ties and bodies throughout the Community shall be published by 
the Commission in the Official Journal of the European Union.

Article 28

Communication of national measures

Member States shall communicate to the Commission the text of 
the laws, regulations and administrative provisions which they 
adopt 

in the field governed by this Regulation no later than 30 days after 
their date of adoption and for the first time by 4 December 2011.

Article 29

Repeal

Directive 96/26/EC is hereby repealed.

Article 30

Entry into force

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

It shall apply with effect from 4 December 2011.

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

Done at Strasbourg, 21 October 2009.

For the European Parliament
The President

J. BUZEK

For the Council
The President

C. MALMSTRÖM
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ANNEX I

I.  LIST OF SUBJECTS REFERRED TO IN ARTICLE 8

The knowledge to be taken into consideration for the official recognition of professional competence by Member States 
must cover at least the subjects listed below for road haulage and road passenger transport respectively. In relation to 
these subjects, applicant road haulage and road passenger transport operators must have the levels of knowledge and 
practical aptitude necessary for the management of a transport undertaking.

The minimum level of knowledge, as indicated below, may not be below level 3 of the training-level structure laid down 
in the Annex to Council Decision 85/368/EEC

(1)  Council Decision 85/368/EEC of 16 July 1985 on the comparability of vocational training qualifications between the Member States of
the European Community (OJ L 199, 31.7.1985, p. 56).

 (1), namely the level of knowledge acquired during the course of com
pulsory education, which is supplemented either by vocational training and supplementary technical training or by sec
ondary school or other technical training.

A.  Civil law

The applicant must, in particular, in relation to road haulage and passenger transport:

1. be familiar with the main types of contract used in road transport and with the rights and obligations arising 
therefrom;

2. be capable of negotiating a legally valid transport contract, notably with regard to conditions of carriage;

in relation to road haulage:

3. be able to consider a claim by his principal regarding compensation for loss of or damage to goods during 
transportation or for their late delivery, and to understand how such a claim affects his contractual liability;

4. be familiar with the rules and obligations arising from the CMR Convention on the Contract for the Interna
tional Carriage of Goods by Road;

in relation to road passenger transport:

5. be able to consider a claim by his principal regarding compensation for injury to passengers or damage to their 
baggage caused by an accident during transportation, or regarding compensation for delays, and to under
stand how such a claim affects his contractual liability.

B.  Commercial law

The applicant must, in particular, in relation to road haulage and passenger transport:

1. be familiar with the conditions and formalities laid down for plying the trade, the general obligations incum
bent upon transport operators (registration, record keeping, etc.) and the consequences of bankruptcy;

2. have appropriate knowledge of the various forms of commercial companies and the rules governing their con
stitution and operation.

C.  Social law

The applicant must, in particular, in relation to road haulage and passenger transport, be familiar with the following:

1. the role and function of the various social institutions which are concerned with road transport (trade unions, 
works councils, shop stewards, labour inspectors, etc.);

2. the employers’ social security obligations;
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3. the rules governing work contracts for the various categories of worker employed by road transport under
takings (form of the contracts, obligations of the parties, working conditions and working hours, paid leave, 
remuneration, breach of contract, etc.);

4. the rules applicable to driving time, rest periods and working time, and in particular the provisions of Regu
lation (EEC) No  3821/85, Regulation (EC) No  561/2006, Directive 2002/15/EC of the European Parliament 
and of the Council

(1)  Directive 2002/15/EC of the European Parliament and of the Council of 11 March 2002 on the organisation of the working time of per
sons performing mobile road transport activities (OJ L 80, 23.3.2002, p. 35).

 (1) and Directive 2006/22/EC, and the practical measures for applying those provisions; and

5. the rules applicable to the initial qualification and continuous training of drivers, and in particular those deriv
ing from Directive 2003/59/EC of the European Parliament and of the Council

(2)  Directive 2003/59/EC of the European Parliament and of the Council of 15 July 2003 on the initial qualification and periodic training of
drivers of certain road vehicles for the carriage of goods or passengers (OJ L 226, 10.9.2003, p. 4).

 (2).

D.  Fiscal law

The applicant must, in particular, in relation to road haulage and passenger transport, be familiar with the rules 
governing:

1. value added tax (VAT) on transport services;

2. motor-vehicle tax;

3. the taxes on certain road haulage vehicles and tolls and infrastructure user charges;

4. income tax.

E.  Business and financial management of the undertaking

The applicant must, in particular, in relation to road haulage and passenger transport:

1. be familiar with the laws and practices regarding the use of cheques, bills of exchange, promissory notes, credit 
cards and other means or methods of payment;

2. be familiar with the various forms of credit (bank credit, documentary credit, guarantee deposits, mortgages, 
leasing, renting, factoring, etc.) and the charges and obligations arising therefrom;

3. know what a balance sheet is, how it is set out and how to interpret it;

4. be able to read and interpret a profit and loss account;

5. be able to assess the undertaking’s profitability and financial position, in particular on the basis of financial 
ratios;

6. be able to prepare a budget;

7. be familiar with the cost elements of the undertaking (fixed costs, variable costs, working capital, depreciation, 
etc.), and be able to calculate costs per vehicle, per kilometre, per journey or per tonne;

8. be able to draw up an organisation chart relating to the undertaking’s personnel as a whole and to organise 
work plans, etc.;

9. be familiar with the principles of marketing, publicity and public relations, including transport services, sales 
promotion and the preparation of customer files, etc.;

10. be familiar with the different types of insurance relating to road transport (liability, accidental 
injury/life  insurance, non-life and luggage insurance) and the guarantees and obligations arising therefrom;

11. be familiar with the applications of electronic data transmission in road transport;

in relation to road haulage:
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12. be able to apply the rules governing the invoicing of road haulage services and know the meaning and impli
cations of Incoterms;

13. be familiar with the different categories of transport auxiliaries, their role, their functions and, where appro
priate, their status;

in relation to road passenger transport:

14. be able to apply the rules governing fares and pricing in public and private passenger transport;

15. be able to apply the rules governing the invoicing of road passenger transport services.

F.  Access to the market

The applicant must, in particular, in relation to road haulage and passenger transport, be familiar with the following:

1. the occupational regulations governing road transport for hire or reward, industrial vehicle rental and subcon
tracting, and in particular the rules governing the official organisation of the occupation, admission to the occu
pation, authorisations for intra-Community and extra-Community road transport operations, inspections and 
penalties;

2. the rules for setting up a road transport undertaking;

3. the various documents required for operating road transport services and the introduction of checking proce
dures to ensure that the approved documents relating to each transport operation, and in particular those relat
ing to the vehicle, the driver, the goods and luggage are kept both in the vehicle and on the premises of the 
undertaking;

in relation to road haulage:

4. the rules on the organisation of the market in road haulage services, as well as the rules on freight handling 
and logistics;

5. border formalities, the role and scope of T documents and TIR carnets, and the obligations and responsibilities 
arising from their use;

in relation to road passenger transport:

6. the rules on the organisation of the market in road passenger transport;

7. the rules for introducing road passenger transport services and the drawing up of transport plans.

G.  Technical standards and technical aspects of operation

The applicant must, in particular, in relation to road haulage and passenger transport:

1. be familiar with the rules concerning the weights and dimensions of vehicles in the Member States and the pro
cedures to be followed in the case of abnormal loads which constitute an exception to these rules;

2. be able to choose vehicles and their components (chassis, engine, transmission system, braking system, etc.) in 
accordance with the needs of the undertaking;

3. be familiar with the formalities relating to the type approval, registration and technical inspection of these 
vehicles;

4. understand what measures must be taken to reduce noise and to combat air pollution by motor vehicle exhaust 
emissions;

5. be able to draw up periodic maintenance plans for the vehicles and their equipment;

in relation to road haulage:
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6. be familiar with the different types of cargo-handling and loading devices (tailboards, containers, pallets, etc.) 
and be able to introduce procedures and issue instructions for loading and unloading goods (load distribution, 
stacking, stowing, blocking and chocking, etc.);

7. be familiar with the various techniques of ‘piggy-back’ and roll-on roll-off combined transport;

8. be able to implement procedures to comply with the rules on the carriage of dangerous goods and waste, nota
bly those arising from Directive 2008/68/EC

(1)  Directive 2008/68/EC of the European Parliament and of the Council of 24 September 2008 on the inland transport of dangerous goods
(OJ L 260, 30.9.2008, p. 13).

 (1) and Regulation (EC) No 1013/2006

(2)  Regulation (EC) No  1013/2006 of the European Parliament and of the Council of 14  June 2006 on shipments of waste (OJ  L  190,
12.7.2006, p. 1).

 (2);

9. be able to implement procedures to comply with the rules on the carriage of perishable foodstuffs, notably 
those arising from the Agreement on the International Carriage of Perishable Foodstuffs and on the Special 
Equipment to be used for such Carriage (ATP);

10. be able to implement procedures to comply with the rules on the transport of live animals.

H.  Road safety

The applicant must, in particular, in relation to road haulage and passenger transport:

1. know what qualifications are required for drivers (driving licence, medical certificates, certificates of fitness, etc.);

2. be able to take the necessary steps to ensure that drivers comply with the traffic rules, prohibitions and restric
tions in force in different Member States (speed limits, priorities, waiting and parking restrictions, use of lights, 
road signs, etc.);

3. be able to draw up instructions for drivers to check their compliance with the safety requirements concerning 
the condition of the vehicles, their equipment and cargo, and concerning preventive measures to be taken;

4. be able to lay down procedures to be followed in the event of an accident and to implement appropriate pro
cedures to prevent the recurrence of accidents or serious traffic offences;

5. be able to implement procedures to properly secure goods and be familiar with the corresponding techniques;

in relation to road passenger transport:

6. have elementary knowledge of the layout of the road network in the Member States.

II.  ORGANISATION OF THE EXAMINATION

1. Member States will organise a compulsory written examination which they may supplement by an optional oral 
examination to establish whether applicant road transport operators have achieved the required level of knowl
edge in the subjects listed in Part I and in particular their capacity to use the instruments and techniques relating to 
those subjects and to fulfil the corresponding executive and coordination duties.

(a) The compulsory written examination will involve two tests, namely:

(i) written questions consisting of either multiple choice questions (each with four possible answers), ques
tions requiring direct answers or a combination of both systems;

(ii) written exercises/case studies.

The minimum duration of each test will be two hours.

(b) Where an oral examination is organised, Member States may stipulate that participation is subject to the suc
cessful completion of the written examination.
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2. Where Member States also organise an oral examination, they must provide, in respect of each of the three tests, 
for a weighting of marks of a minimum of 25 % and a maximum of 40 % of the total number of marks to be given.

Where Member States organise only a written examination, they must provide, in respect of each test, for a weight
ing of marks of a minimum of 40 % and a maximum of 60 % of the total number of marks to be given.

3. With regard to all the tests, applicants must obtain an average of at least 60 % of the total number of marks to be 
given, achieving in any given test not less than 50 % of the total number of marks possible. In one test only, a Mem
ber State may reduce that mark from 50 % to 40 %.
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ANNEX II

Security features of the certificate of professional competence

The certificate must have at least two of the following security features:

— a hologram, 

— special fibres in the paper which become visible under UV light, 

— at least one microprint line (printing visible only with a magnifying glass and not reproduced by photocopying 
machines), 

— tactile characters, symbols or patterns, 

— double numbering: serial number and issue number, 

— a security design background with fine guilloche patterns and rainbow printing.
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ANNEX III

Model of the certificate of professional competence

EUROPEAN COMMUNITY

(Colour Pantone stout fawn, format DIN A 4 cellulose paper 100 g/m2 or more)

(Text in the official language(s) or one of the official languages of the Member State issuing the certificate)

Distinguishing sign of the Member State concerned

(1)  The distinguishing signs of the Member States are: (B) Belgium, (BG) Bulgaria, (CZ) Czech Republic, (DK) Denmark, (D) Germany, (EST)
Estonia, (IRL) Ireland, (GR) Greece, (E) Spain, (F) France, (I) Italy, (CY) Cyprus, (LV) Latvia, (LT) Lithuania, (L) Luxembourg, (H) Hungary,
(M) Malta, (NL) Netherlands, (A) Austria, (PL) Poland, (P) Portugal, (RO) Romania, (SLO) Slovenia, (SK) Slovakia, (FIN) Finland, (S) Sweden,
(UK) United Kingdom.

 (1) Name of the authorised authority or body

(2)  Authority or body designated in advance for this purpose by each Member State of the European Community to issue this certificate.

 (2)

CERTIFICATE OF PROFESSIONAL COMPETENCE IN ROAD HAULAGE/PASSENGER TRANSPORT

(3)  Delete as appropriate.

 (3)

No . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

We . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

hereby certify that

(4)  Surname and forename; place and date of birth.

 (4) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

born on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . in . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

has successfully passed the tests for the examination (year: . . . . .; session: . . . . .)

(5)  Identification of the examination.

 (5) necessary for the award of the certificate 
of professional competence in road haulage/passenger transport

(3)  Delete as appropriate.

 (3) in accordance with Regulation (EC) No 1071/2009 of 
the European Parliament and of the Council of 21 October 2009 establishing common rules concerning the conditions to 
be complied with to pursue the occupation of road transport operator

(6)  OJ L 300, 14.11.2009, p. 51

 (6).

This certificate constitutes the sufficient proof of professional competence referred to in Article  21 of Regulation (EC) 
No 1071/2009.

Issued at . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ., on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

(7)  Seal and signature of the authorised authority or body issuing the certificate.

 (7)
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ANNEX IV

Most serious infringements for the purposes of Article 6(2)(a)

1. (a) Exceeding the maximum 6-day or fortnightly driving time limits by margins of 25 % or more.

(b) Exceeding, during a daily working period, the maximum daily driving time limit by a margin of 50 % or more 
without taking a break or without an uninterrupted rest period of at least 4,5 hours.

2. Not having a tachograph and/or speed limiter, or using a fraudulent device able to modify the records of the recording 
equipment and/or the speed limiter or falsifying record sheets or data downloaded from the tachograph and/or the 
driver card.

3. Driving without a valid roadworthiness certificate if such a document is required under Community law and/or driving 
with a very serious deficiency of, inter alia, the braking system, the steering linkages, the wheels/tyres, the suspension 
or chassis that would create such an immediate risk to road safety that it leads to a decision to immobilise the vehicle.

4. Transporting dangerous goods that are prohibited for transport or transporting such goods in a prohibited or non-
approved means of containment or without identifying them on the vehicle as dangerous goods, thus endangering lives 
or the environment to such extent that it leads to a decision to immobilise the vehicle.

5. Carrying passengers or goods without holding a valid driving licence or carrying by an undertaking not holding a valid 
Community licence.

6. Driving with a driver card that has been falsified, or with a card of which the driver is not the holder, or which has been 
obtained on the basis of false declarations and/or forged documents.

7. Carrying goods exceeding the maximum permissible laden mass by 20 % or more for vehicles the permissible laden 
weight of which exceeds 12 tonnes, and by 25 % or more for vehicles the permissible laden weight of which does not 
exceed 12 tonnes.
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REGULATION (EC) No 1072/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 21 October 2009

on common rules for access to the international road haulage market

(recast)

(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 71 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and 
Social Committee

(1)  OJ C 204, 9.8.2008, p. 31.

 (1),

After consulting the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251 
of the Treaty

(2)  Opinion of the European Parliament of 21  May 2008 (not yet pub
lished in the Official Journal), Council Common Position of 9 January
2009 (OJ C 62 E, 17.3.2009, p. 46), Position of the European Parlia
ment of 23 April 2009 (not yet published in the Official Journal) and
Council Decision of 24 September 2009.

 (2),

Whereas:

(1) A number of substantial changes are to be made to Coun
cil Regulation (EEC) No  881/92 of 26  March 1992 on 
access to the market in the carriage of goods by road within 
the Community to or from the territory of a Member State 
or passing across the territory of one or more Member 
States

(3)  OJ L 95, 9.4.1992, p. 1.

 (3), to Council Regulation (EEC) No  3118/93 of
25 October 1993 laying down the conditions under which 
non-resident carriers may operate national road haulage 
services within a Member State

(4)  OJ L 279, 12.11.1993, p. 1.

 (4), and to Directive 
2006/94/EC of the European Parliament and of the Coun
cil of 12 December 2006 on the establishment of common 
rules for certain types of carriage of goods by road

(5)  OJ L 374, 27.12.2006, p. 5.

 (5). In 
the interests of clarity and simplification, those legal acts 
should be recast and incorporated into one single 
regulation.

(2) The establishment of a common transport policy entails, 
inter alia, laying down common rules applicable to access 
to the market in the international carriage of goods by road 
within the territory of the Community, as well as laying 
down the conditions under which non-resident hauliers 
may operate transport services within a Member State. 

Those rules must be laid down in such a way as to con
tribute to the smooth operation of the internal transport 
market.

(3) To ensure a coherent framework for international road 
haulage throughout the Community, this Regulation 
should apply to all international carriage on Community 
territory. Carriage from Member States to third countries is 
still largely covered by bilateral agreements between the 
Member States and those third countries. Therefore, this 
Regulation should not apply to that part of the journey 
within the territory of the Member State of loading or 
unloading as long as the necessary agreements between the 
Community and the third countries concerned have not 
been concluded. It should, however, apply to the territory 
of a Member State crossed in transit.

(4) The establishment of a common transport policy implies 
the removal of all restrictions against the person providing 
transport services on the grounds of nationality or the fact 
that he is established in a different Member State from the 
one in which the services are to be provided.

(5) In order to achieve this smoothly and flexibly, provision 
should be made for a transitional cabotage regime as long 
as harmonisation of the road haulage market has not yet 
been completed.

(6) The gradual completion of the single European market 
should lead to the elimination of restrictions on access to 
the domestic markets of Member States. Nevertheless, this 
should take into account the effectiveness of controls and 
the evolution of employment conditions in the profession, 
the harmonisation of the rules in the fields of, inter alia, 
enforcement and road user charges, and social and safety 
legislation. The Commission should closely monitor the 
market situation as well as the harmonisation mentioned 
above and propose, if appropriate, the further opening of 
domestic road transport markets, including cabotage.

(7) Under Directive 2006/94/EC, a certain number of types of 
carriage are exempt from Community authorisation and 
from any other carriage authorisation. Within the frame
work of the organisation of the market provided for by this 
Regulation, a system of exemption from the Community 
licence and from any other carriage authorisation should 
be maintained for some of those types of carriage, because 
of their special nature.
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(8) Under Directive 2006/94/EC, the carriage of goods with 
vehicles of a maximum laden weight of between 3,5 tonnes 
and 6 tonnes was exempt from the requirement for a Com
munity licence. Community rules in the field of road trans
port of goods, however, apply in general to vehicles with a 
maximum laden mass of more than 3,5 tonnes. Thus, the 
provisions of this Regulation should be aligned with the 
general scope of application of Community road transport 
rules and should only provide for an exemption for vehicles 
with a maximum laden mass of up to 3,5 tonnes.

(9) The international carriage of goods by road should be con
ditional on the possession of a Community licence. 
Hauliers should be required to carry a certified true copy 
of the Community licence aboard each of their vehicles in 
order to facilitate effective controls by enforcement 
authorities, especially those outside the Member State in 
which the haulier is established. To this end, it is necessary 
to lay down more detailed specifications as regards the lay
out and other features of the Community licence and the 
certified copies.

(10) Roadside checks should be carried out without direct or 
indirect discrimination on grounds of the nationality of the 
road transport operator or the country of establishment of 
the road transport operator or of registration of the vehicle.

(11) The conditions governing the issue and withdrawal of 
Community licences and the types of carriage to which 
they apply, their periods of validity and the detailed rules 
for their use should be determined.

(12) A driver attestation should also be established in order to 
allow Member States to check effectively whether drivers 
from third countries are lawfully employed or at the dis
posal of the haulier responsible for a given transport 
operation.

(13) Hauliers who are holders of Community licences provided 
for in this Regulation and hauliers authorised to operate 
certain categories of international haulage service should 
be permitted to carry out national transport services within 
a Member State on a temporary basis in conformity with 
this Regulation, without having a registered office or other 
establishment therein. When such cabotage operations are 
performed, they should be subject to Community legisla
tion such as Regulation (EC) No 561/2006 of the European 
Parliament and of the Council of 15  March 2006 on the 
harmonisation of certain social legislation relating to road 
transport

(1)  OJ L 102, 11.4.2006, p. 1.

 (1) and to national law in force in specified areas 
in the host Member State.

(14) Provisions should be adopted to allow action to be taken 
in the event of serious disturbance of the transport mar
kets affected. For that purpose it is necessary to introduce 
a suitable decision-making procedure and for the required 
statistical data to be collected.

(15) Without prejudice to the provisions of the Treaty on the 
right of establishment, cabotage operations consist of the 
provision of services by hauliers within a Member State in 
which they are not established and should not be prohib
ited as long as they are not carried out in a way that cre
ates a permanent or continuous activity within that 
Member State. To assist the enforcement of this require
ment, the frequency of cabotage operations and the period 
in which they can be performed should be more clearly 
defined. In the past, such national transport services were 
permitted on a temporary basis. In practice, it has been dif
ficult to ascertain which services are permitted. Clear and 
easily enforceable rules are thus needed.

(16) This Regulation is without prejudice to the provisions con
cerning the incoming or outgoing carriage of goods by 
road as one leg of a combined transport journey as laid 
down in Council Directive 92/106/EEC of 7  December 
1992 on the establishment of common rules for certain 
types of combined transport of goods between Member 
States

(2)  OJ L 368, 17.12.1992, p. 38.

 (2). National journeys by road within a host Member 
State which are not part of a combined transport opera
tion as laid down in Directive 92/106/EEC fall within the 
definition of cabotage operations and should accordingly 
be subject to the requirements of this Regulation.

(17) The provisions of Directive 96/71/EC of the European Par
liament and of the Council of 16 December 1996 concern
ing the posting of workers in the framework of the 
provision of services

(3)  OJ L 18, 21.1.1997, p. 1.

 (3) apply to transport undertakings 
performing a cabotage operation.

(18) In order to perform efficient controls of cabotage opera
tions, the enforcement authorities of the host Member 
States should, at least, have access to data from consign
ment notes and from recording equipment, in accordance 
with Council Regulation (EEC) No 3821/85 of 20 Decem
ber 1985 on recording equipment in road transport

(4)  OJ L 370, 31.12.1985, p. 8.

 (4).

(19) Member States should grant each other mutual assistance 
with a view to the sound application of this Regulation.

NE9002.11.41

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:102:0001:0001:EN:PDF
http://eur-lex.europa.eu/Result.do?aaaa=1992&mm=12&jj=17&type=L&nnn=368&pppp=0038&RechType=RECH_reference_pub&Submit=Search
http://eur-lex.europa.eu/Result.do?aaaa=1997&mm=01&jj=21&type=L&nnn=018&pppp=0001&RechType=RECH_reference_pub&Submit=Search
http://eur-lex.europa.eu/Result.do?aaaa=1985&mm=12&jj=31&type=L&nnn=370&pppp=0008&RechType=RECH_reference_pub&Submit=Search


Official Journal of the European Union 14.11.2009

(20) Administrative formalities should be reduced as far as pos
sible without abandoning the controls and penalties that 
guarantee the correct application and effective enforce
ment of this Regulation. To this end, the existing rules on 
the withdrawal of the Community licence should be clari
fied and strengthened. The current rules should be adapted 
to allow the effective sanctioning of serious infringements 
committed in a host Member State. Penalties should be 
non-discriminatory and proportionate to the seriousness 
of the infringements. It should be possible to lodge an 
appeal in respect of any penalties imposed.

(21) Member States should enter in their national electronic reg
ister of road transport undertakings all serious infringe
ments committed by hauliers which have led to the 
imposition of a penalty.

(22) In order to facilitate and strengthen the exchange of infor
mation between national authorities, Member States 
should exchange the relevant information through the 
national contact points set up pursuant to Regulation (EC) 
No 1071/2009 of the European Parliament and of the 
Council of 21  October 2009 establishing common rules 
concerning the conditions to be complied with to pursue 
the occupation of road transport operator

(1)  See page 51 of this Official Journal.

 (1).

(23) The measures necessary for the implementation of this 
Regulation 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

(2)  OJ L 184, 17.7.1999, p. 23.

 (2).

(24) In particular, the Commission should be empowered to 
adapt Annexes  I, II and  III to this Regulation to technical 
progress. Since those measures are of general scope and are 
designed to amend non-essential elements of this Regula
tion, they must be adopted in accordance with the regula
tory procedure with scrutiny provided for in Article 5a of 
Decision 1999/468/EC.

(25) Member States should take the necessary measures to 
implement this Regulation, in particular as regards effec
tive, proportionate and dissuasive penalties.

(26) Since the objective of this Regulation, namely to ensure a 
coherent framework for international road haulage 
throughout the Community, cannot be sufficiently 
achieved by the Member States and can therefore, by rea
son of its scale and effects, be better achieved at Commu
nity level, the Community may adopt measures, in 
accordance with the principle 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 
that objective,

HAVE ADOPTED THIS REGULATION:

CHAPTER I

GENERAL PROVISIONS

Article 1

Scope

1. This Regulation shall apply to the international carriage of 
goods by road for hire or reward for journeys carried out within 
the territory of the Community.

2. In the event of carriage from a Member State to a third 
country and vice versa, this Regulation shall apply to the part of 
the journey on the territory of any Member State crossed in tran
sit. It shall not apply to that part of the journey on the territory of 
the Member State of loading or unloading, as long as the neces
sary agreement between the Community and the third country 
concerned has not been concluded.

3. Pending the conclusion of the agreements referred to in 
paragraph 2, this Regulation shall not affect: 

(a) provisions relating to the carriage from a Member State to a 
third country and vice versa included in bilateral agreements 
concluded by Member States with those third countries;

(b) provisions relating to the carriage from a Member State to a 
third country and vice versa included in bilateral agreements 
concluded between Member States which, under either bilat
eral authorisations or liberalisation arrangements, allow load
ing and unloading in a Member State by hauliers not 
established in that Member State.

4. This Regulation shall apply to the national carriage of goods 
by road undertaken on a temporary basis by a non-resident 
haulier as provided for in Chapter III.

5. The following types of carriage and unladen journeys made 
in conjunction with such carriage shall not require a Community 
licence and shall be exempt from any carriage authorisation: 

(a) carriage of mail as a universal service;

(b) carriage of vehicles which have suffered damage or 
breakdown;

(c) carriage of goods in motor vehicles the permissible laden 
mass of which, including that of trailers, does not exceed 
3,5 tonnes;

(d) carriage of goods in motor vehicles provided the following 
conditions are fulfilled:

(i) the goods carried are the property of the undertaking or 
have been sold, bought, let out on hire or hired, pro
duced, extracted, processed or repaired by the 
undertaking;
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(ii) the purpose of the journey is to carry the goods to or 
from the undertaking or to move them, either inside or 
outside the undertaking for its own requirements;

(iii) motor vehicles used for such carriage are driven by per
sonnel employed by, or put at the disposal of, the under
taking under a contractual obligation;

(iv) the vehicles carrying the goods are owned by the under
taking, have been bought by it on deferred terms or have 
been hired provided that in the latter case they meet the 
conditions of Directive 2006/1/EC of the European Par
liament and of the Council of 18  January 2006 on the 
use of vehicles hired without drivers for the carriage of 
goods by road

(1)  OJ L 33, 4.2.2006, p. 82.

 (1); and

(v) such carriage is no more than ancillary to the overall 
activities of the undertaking;

(e) carriage of medicinal products, appliances, equipment and 
other articles required for medical care in emergency relief, in 
particular for natural disasters.

Point (d)(iv) of the first subparagraph shall not apply to the use of 
a replacement vehicle during a short breakdown of the vehicle 
normally used.

6. The provisions of paragraph  5 shall not affect the condi
tions under which a Member State authorises its nationals to 
engage in the activities referred to in that paragraph.

Article  2

Definitions

For the purposes of this Regulation:

1.   ‘vehicle’ means a motor vehicle registered in a Member State, 
or a coupled combination of vehicles the motor vehicle of which 
at least is registered in a Member State, used exclusively for the 
carriage of goods;

2.   ‘international carriage’ means:

(a) a laden journey undertaken by a vehicle the point of depar
ture and the point of arrival of which are in two different 
Member States, with or without transit through one or more 
Member States or third countries;

(b) a laden journey undertaken by a vehicle from a Member State 
to a third country or vice versa, with or without transit 
through one or more Member States or third countries;

(c) a laden journey undertaken by a vehicle between third coun
tries, with transit through the territory of one or more Mem
ber States; or

(d) an unladen journey in conjunction with the carriage referred 
to in points (a), (b) and (c);

3.   ‘host Member State’ means a Member State in which a haulier 
operates other than the haulier’s Member State of establishment;

4.   ‘non-resident haulier’ means a road haulage undertaking 
which operates in a host Member State;

5.   ‘driver’ means any person who drives the vehicle even for a 
short period, or who is carried in a vehicle as part of his duties to 
be available for driving if necessary;

6.   ‘cabotage operations’ means national carriage for hire or 
reward carried out on a temporary basis in a host Member State, 
in conformity with this Regulation;

7.   ‘serious infringement of Community road transport legisla
tion’ means an infringement which may lead to the loss of good 
repute in accordance with Article 6(1) and (2) of Regulation (EC) 
No 1071/2009 and/or to the temporary or permanent with
drawal of a Community licence.

CHAPTER II

INTERNATIONAL CARRIAGE

Article 3

General principle

International carriage shall be carried out subject to possession of 
a Community licence and, if the driver is a national of a third 
country, in conjunction with a driver attestation.

Article  4

Community licence

1. The Community licence shall be issued by a Member State, 
in accordance with this Regulation, to any haulier carrying goods 
by road for hire or reward who: 

(a) is established in that Member State in accordance with Com
munity legislation and the national legislation of that Mem
ber State; and

(b) is entitled in the Member State of establishment, in accor
dance with Community legislation and the national legisla
tion of that Member State concerning admission to the 
occupation of road haulage operator, to carry out the inter
national carriage of goods by road.

2. The Community licence shall be issued by the competent 
authorities of the Member State of establishment for renewable 
periods of up to 10 years. 

Community licences and certified copies issued before the date of 
application of this Regulation shall remain valid until their date of 
expiry. 
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The Commission shall adapt the period of validity of the Com
munity licence to technical progress, in particular the national 
electronic registers of road transport undertakings as provided for 
in Article 16 of Regulation (EC) No 1071/2009. Those measures, 
designed to amend non-essential elements of this Regulation, shall 
be adopted in accordance with the regulatory procedure with 
scrutiny referred to in Article 15(2). 

3. The Member State of establishment shall issue the holder 
with the original of the Community licence, which shall be kept 
by the haulier, and the number of certified true copies corre
sponding to the number of vehicles at the disposal of the holder 
of the Community licence, whether those vehicles are wholly 
owned or, for example, held under a hire purchase, hire or leas
ing contract.

4. The Community licence and the certified true copies shall 
correspond to the model set out in Annex  II, which also lays 
down the conditions governing its use. They shall contain at least 
two of the security features listed in Annex I. 

The Commission shall adapt Annexes  I and  II to technical 
progress. Those measures, designed to amend non-essential ele
ments of this Regulation, shall be adopted in accordance with the 
regulatory procedure with scrutiny referred to in Article 15(2). 

5. The Community licence and the certified true copies thereof 
shall bear the seal of the issuing authority as well as a signature 
and a serial number. The serial numbers of the Community licence 
and of the certified true copies shall be recorded in the national 
electronic register of road transport undertakings as part of the 
data relating to the haulier.

6. The Community licence shall be issued in the name of the 
haulier and shall be non-transferable. A certified true copy of the 
Community licence shall be kept in each of the haulier’s vehicles 
and shall be presented at the request of any authorised inspecting 
officer. 

In the case of a coupled combination of vehicles, the certified true 
copy shall accompany the motor vehicle. It shall cover the coupled 
combination of vehicles even where the trailer or semi-trailer is 
not registered or authorised to use the roads in the name of the 
licence holder or where it is registered or authorised to use the 
roads in another State. 

Article 5

Driver attestation

1. A driver attestation shall be issued by a Member State, in 
accordance with this Regulation, to any haulier who: 

(a) is the holder of a Community licence; and

(b) in that Member State, either lawfully employs a driver who is 
neither a national of a Member State nor a long-term resident 
within the meaning of Council Directive 2003/109/EC of
25  November 2003 concerning the status of third-country 

nationals who are long-term residents

(1)  OJ L 16, 23.1.2004, p. 44.

 (1), or lawfully uses a 
driver who is neither a national of a Member State nor a 
long-term resident within the meaning of that Directive and 
who is put at the disposal of that haulier in accordance with 
the conditions of employment and of vocational training laid 
down in that Member State:

(i) by laws, regulations or administrative provisions; and, as 
appropriate;

(ii) by collective agreements, in accordance with the rules 
applicable in that Member State.

2. The driver attestation shall be issued by the competent 
authorities of the Member State of establishment of the haulier, at 
the request of the holder of the Community licence, for each 
driver who is neither a national of a Member State nor a long-
term resident within the meaning of Directive 2003/109/EC 
whom that haulier lawfully employs, or for each driver who is 
neither a national of a Member State nor a long-term resident 
within the meaning of that Directive and who is put at the dis
posal of the haulier. Each driver attestation shall certify that the 
driver named therein is employed in accordance with the condi
tions laid down in paragraph 1.

3. The driver attestation shall correspond to the model set out 
in Annex  III. It shall contain at least two of the security features 
listed in Annex I.

4. The Commission shall adapt Annex III to technical progress. 
Those measures, designed to amend non-essential elements of this 
Regulation, shall be adopted in accordance with the regulatory 
procedure with scrutiny referred to in Article 15(2).

5. The driver attestation shall bear the seal of the issuing 
authority as well as a signature and a serial number. The serial 
number of the driver attestation may be recorded in the national 
electronic register of road transport undertakings as part of the 
data relating to the haulier who puts it at the disposal of the driver 
designated therein.

6. The driver attestation shall belong to the haulier, who puts 
it at the disposal of the driver designated therein when that driver 
drives a vehicle using a Community licence issued to that haulier. 
A certified true copy of the driver attestation issued by the com
petent authorities of the haulier’s Member State of establishment 
shall be kept at the haulier’s premises. The driver attestation shall 
be presented at the request of any authorised inspecting officer.

7. A driver attestation shall be issued for a period to be deter
mined by the issuing Member State, subject to a maximum valid
ity of 5 years. Driver attestations issued before the date of 
application of this Regulation shall remain valid until their date of 
expiry. 
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The driver attestation shall be valid only as long as the conditions 
under which it was issued are satisfied. Member States shall take 
appropriate measures to ensure that if those conditions are no 
longer met, the haulier returns the attestation immediately to the 
issuing authorities. 

Article 6

Verification of conditions

1. Whenever an application for a Community licence or an 
application for renewal of a Community licence in accordance 
with Article 4(2) is lodged, the competent authorities of the Mem
ber State of establishment shall verify whether the haulier satis
fies or continues to satisfy the conditions laid down in Article 4(1).

2. The competent authorities of the Member State of establish
ment shall regularly verify, by carrying out checks each year cov
ering at least 20 % of the valid driver attestations issued in that 
Member State, whether the conditions, referred to in Article 5(1), 
under which a driver attestation has been issued are still satisfied.

Article 7

Refusal to issue and withdrawal of Community licence 
and driver attestation

1. If the conditions laid down in Article 4(1) or those referred 
to in Article 5(1) are not satisfied, the competent authorities of the 
Member State of establishment shall reject an application for the 
issue or renewal of a Community licence or the issue of a driver 
attestation, by means of a reasoned decision.

2. The competent authorities shall withdraw a Community 
licence or a driver attestation where the holder: 

(a) no longer satisfies the conditions laid down in Article 4(1) or 
those referred to in Article 5(1); or

(b) has supplied incorrect information in relation to an applica
tion for a Community licence or for a driver attestation.

CHAPTER III

CABOTAGE

Article 8

General principle

1. Any haulier for hire or reward who is a holder of a Com
munity licence and whose driver, if he is a national of a third 
country, holds a driver attestation, shall be entitled, under the 
conditions laid down in this Chapter, to carry out cabotage 
operations.

2. Once the goods carried in the course of an incoming inter
national carriage have been delivered, hauliers referred to in para
graph 1 shall be permitted to carry out, with the same vehicle, or, 
in the case of a coupled combination, the motor vehicle of that 
same vehicle, up to three cabotage operations following the inter
national carriage from another Member State or from a third 
country 

to the host Member State. The last unloading in the course of a 
cabotage operation before leaving the host Member State shall 
take place within 7 days from the last unloading in the host Mem
ber State in the course of the incoming international carriage. 

Within the time limit referred to in the first subparagraph, hauliers 
may carry out some or all of the cabotage operations permitted 
under that subparagraph in any Member State under the condi
tion that they are limited to one cabotage operation per Member 
State within 3 days of the unladen entry into the territory of that 
Member State. 

3. National road haulage services carried out in the host Mem
ber State by a non-resident haulier shall only be deemed to con
form with this Regulation if the haulier can produce clear evidence 
of the incoming international carriage and of each consecutive 
cabotage operation carried out. 

Evidence referred to in the first subparagraph shall comprise the 
following details for each operation: 

(a) the name, address and signature of the sender;

(b) the name, address and signature of the haulier;

(c) the name and address of the consignee as well as his signa
ture and the date of delivery once the goods have been 
delivered;

(d) the place and the date of taking over of the goods and the 
place designated for delivery;

(e) the description in common use of the nature of the goods 
and the method of packing, and, in the case of dangerous 
goods, their generally recognised description, as well as the 
number of packages and their special marks and numbers;

(f) the gross mass of the goods or their quantity otherwise 
expressed;

(g) the number plates of the motor vehicle and trailer.

4. No additional document shall be required in order to prove 
that the conditions laid down in this Article have been met.

5. Any haulier entitled in the Member State of establishment, 
in accordance with that Member State’s legislation, to carry out 
the road haulage operations for hire or reward specified in 
Article 1(5)(a), (b) and (c) shall be permitted, under the conditions 
set out in this Chapter, to carry out, as the case may be, cabotage 
operations of the same kind or cabotage operations with vehicles 
in the same category.

6. Permission to carry out cabotage operations, within the 
framework of the types of carriage referred to in Article  1(5)(d) 
and (e), shall be unrestricted.
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Article 9

Rules applicable to cabotage operations

1. The performance of cabotage operations shall be subject, 
save as otherwise provided in Community legislation, to the laws, 
regulations and administrative provisions in force in the host 
Member State with regard to the following: 

(a) the conditions governing the transport contract;

(b) the weights and dimensions of road vehicles;

(c) the requirements relating to the carriage of certain categories 
of goods, in particular dangerous goods, perishable food
stuffs and live animals;

(d) the driving time and rest periods;

(e) the value added tax (VAT) on transport services.

The weights and dimensions referred to in point  (b) of the first 
subparagraph may, where appropriate, exceed those applicable in 
the haulier’s Member State of establishment, but they may under 
no circumstances exceed the limits set by the host Member State 
for national traffic or the technical characteristics mentioned in 
the proofs referred to in Article  6(1) of Council Directive 
96/53/EC of 25 July 1996 laying down for certain road vehicles 
circulating within the Community the maximum authorised 
dimensions in national and international traffic and the maximum 
authorised weights in international traffic

(1)  OJ L 235, 17.9.1996, p. 59.

 (1).

2. The laws, regulations and administrative provisions referred 
to in paragraph 1 shall be applied to non-resident hauliers under 
the same conditions as those imposed on hauliers established in 
the host Member State, so as to prevent any discrimination on 
grounds of nationality or place of establishment.

Article 10

Safeguard procedure

1. In the event of serious disturbance of the national transport 
market in a given geographical area due to, or aggravated by, 
cabotage, any Member State may refer the matter to the Commis
sion with a view to the adoption of safeguard measures and shall 
provide the Commission with the necessary information and 
notify it of the measures it intends to take as regards resident 
hauliers.

2. For the purposes of paragraph 1: 

‘serious disturbance of the national transport market in a given 
geographical area’ means the existence on the market of problems 
specific to it, such that there is a serious and potentially enduring 
excess of supply over demand, implying a threat to the financial 
stability and survival of a significant number of hauliers,

‘geographical area’ means an area covering all or part of the ter
ritory of a Member State or extending to all or part of the terri
tory of other Member States.

3. The Commission shall examine the situation on the basis in 
particular of the relevant data and, after consulting the commit
tee referred to in Article  15(1), shall decide within 1 month of 
receipt of the Member State’s request whether or not safeguard 
measures are necessary and shall adopt them if they are necessary. 

Such measures may involve the temporary exclusion of the area 
concerned from the scope of this Regulation. 

Measures adopted in accordance with this Article shall remain in 
force for a period not exceeding 6 months, renewable once within 
the same limits of validity. 

The Commission shall without delay notify the Member States 
and the Council of any decision taken pursuant to this paragraph. 

4. If the Commission decides to adopt safeguard measures 
concerning one or more Member States, the competent authori
ties of the Member States involved shall be required to take mea
sures of equivalent scope in respect of resident hauliers and shall 
inform the Commission thereof. Those measures shall be applied 
at the latest as from the same date as the safeguard measures 
adopted by the Commission.

5. Any Member State may refer to the Council a decision taken 
by the Commission pursuant to paragraph 3 within 30 days of its 
notification. The Council, acting by a qualified majority may, 
within 30 days of that referral, or, if there are referrals by several 
Member States, of the first referral, take a different decision. 

The limits of validity laid down in the third subparagraph of para
graph  3 shall apply to the Council’s decision. The competent 
authorities of the Member States concerned shall be required to 
take measures of equivalent scope in respect of resident hauliers, 
and shall inform the Commission thereof. If the Council takes no 
decision within the period referred to in the first subparagraph, 
the Commission decision shall become final. 

6. Where the Commission considers that the measures referred 
to in paragraph 3 need to be prolonged, it shall submit a proposal 
to the Council, which shall take a decision by qualified majority.

CHAPTER IV

MUTUAL ASSISTANCE AND PENALTIES

Article 11

Mutual assistance

Member States shall assist one another in ensuring the applica
tion and monitoring of this Regulation. They shall exchange 
information via the national contact points established pursuant 
to Article 18 of Regulation (EC) No 1071/2009.
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Article 12

Sanctioning of infringements by the Member State of 
establishment

1. In the event of a serious infringement of Community road 
transport legislation committed or ascertained in any Member 
State, the competent authorities of the Member State of establish
ment of the haulier who has committed such infringement shall 
take the appropriate action which may include a warning, if pro
vided for by national law, to pursue the matter which may lead, 
inter alia, to the imposition of the following administrative 
penalties: 

(a) temporary or permanent withdrawal of some or all of the 
certified true copies of the Community licence;

(b) temporary or permanent withdrawal of the Community 
licence.

These penalties may be determined after the final decision on the 
matter has been taken and shall have regard to the seriousness of 
the infringement committed by the holder of the Community 
licence and to the total number of certified true copies of that 
licence that he holds in respect of international traffic.

2. In the event of a serious infringement regarding any misuse 
whatsoever of driver attestations, the competent authorities of the 
Member State of establishment of the haulier who committed 
such infringement shall impose appropriate penalties, such as: 

(a) suspending the issue of driver attestations;

(b) withdrawing driver attestations;

(c) making the issue of driver attestations subject to additional 
conditions in order to prevent misuse;

(d) withdrawing, temporarily or permanently, some or all of the 
certified true copies of the Community licence;

(e) withdrawing, temporarily or permanently, the Community 
licence.

These penalties may be determined after the final decision on the 
matter has been taken and shall have regard to the seriousness of 
the infringement committed by the holder of the Community 
licence.

3. The competent authorities of the Member State of establish
ment shall communicate to the competent authorities of the 
Member State in which the infringement was ascertained, as soon 
as possible and at the latest within 6 weeks of their final decision 
on the matter, which, if any, of the penalties provided for in para
graphs 1 and 2 have been imposed. 

If such penalties are not imposed, the competent authorities of the 
Member State of establishment shall state the reasons therefor. 

4. The competent authorities shall ensure that the penalties 
imposed on the haulier concerned are, as a whole, proportionate 
to the infringement or infringements which gave rise to such pen
alties, taking into account any penalty for the same infringement 
imposed in the Member State in which the infringement was 
ascertained.

5. The competent authorities of the haulier’s Member State of 
establishment may also, pursuant to national law, bring proceed
ings against the haulier before a competent national court or tri
bunal. They shall inform the competent authority of the host 
Member State of any decisions taken to this effect.

6. Member States shall ensure that hauliers have the right to 
appeal against any administrative penalty imposed on them pur
suant to this Article.

Article 13

Sanctioning of infringements by the host Member State

1. Where the competent authorities of a Member State are 
aware of a serious infringement of this Regulation or of Commu
nity road transport legislation attributable to a non-resident 
haulier, the Member State within the territory of which the 
infringement is ascertained shall transmit to the competent 
authorities of the haulier’s Member State of establishment, as soon 
as possible and at the latest within 6 weeks of their final decision 
on the matter, the following information: 

(a) a description of the infringement and the date and time when 
it was committed;

(b) the category, type and seriousness of the infringement; and

(c) the penalties imposed and the penalties executed.

The competent authorities of the host Member State may request 
the competent authorities of the Member State of establishment 
to impose administrative penalties in accordance with Article 12.

2. Without prejudice to any criminal prosecution, the compe
tent authorities of the host Member State shall be empowered to 
impose penalties on a non-resident haulier who has committed 
infringements of this Regulation or of national or Community 
road transport legislation in their territory during a cabotage 
operation. They shall impose such penalties on a non-
discriminatory basis. These penalties may, inter alia, consist of a 
warning, or, in the event of a serious infringement, a temporary 
ban on cabotage operations on the territory of the host Member 
State where the infringement was committed.

3. Member States shall ensure that hauliers have the right to 
appeal against any administrative penalty imposed on them pur
suant to this Article.
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Article 14

Entry in the national electronic registers

Member States shall ensure that serious infringements of Com
munity road transport legislation committed by hauliers estab
lished in their territory, which have led to the imposition of a 
penalty by any Member State, as well as any temporary or per
manent withdrawal of the Community licence or of the certified 
true copy thereof, are recorded in the national electronic register 
of road transport undertakings. Entries in the register which con
cern a temporary or permanent withdrawal of a Community 
licence shall remain in the database for 2 years from the time of 
the expiry of the period of withdrawal, in the case of temporary 
withdrawal, or from the date of withdrawal, in the case of perma
nent withdrawal.

CHAPTER V

IMPLEMENTATION

Article 15

Committee procedure

1. The Commission shall be assisted by the committee estab
lished by Article 18(1) of Regulation (EEC) No 3821/85.

2. Where reference is made to this paragraph, Article  5a(1) 
to (4) and Article 7 of Decision 1999/468/EC shall apply, having 
regard to the provisions of Article 8 thereof.

Article 16

Penalties

Member States shall lay down the rules on penalties applicable to 
infringements of the provisions of this Regulation, and shall take 
all the measures necessary to ensure that they are implemented. 
The penalties provided for must be effective, proportionate and 
dissuasive. Member States shall notify those provisions to the 
Commission by 4  December 2011, and shall notify it without 
delay of any subsequent amendment affecting them.

Member States shall ensure that all such measures are taken with
out discrimination as to the nationality or place of establishment 
of the haulier.

Article 17

Reporting

1. Every 2 years Member States shall inform the Commission 
of the number of hauliers possessing Community licences on 
31 December of the previous year and of the number of certified 
true copies corresponding to the vehicles in circulation at that 
date.

2. Member States shall also inform the Commission of the 
number of driver attestations issued in the previous calendar year 
as well as the number of driver attestations in circulation on 
31 December of that same year.

3. The Commission shall draw up a report on the state of the 
Community road transport market by the end of 2013. The report 
shall contain an analysis of the market situation, including an 
evaluation of the effectiveness of controls and the evolution of 
employment conditions in the profession, as well as an assess
ment as to whether harmonisation of the rules in the fields, inter 
alia, of enforcement and road user charges, as well as social and 
safety legislation, has progressed to such an extent that the fur
ther opening of domestic road transport markets, including cabo
tage, could be envisaged.

CHAPTER VI

FINAL PROVISIONS

Article 18

Repeals

Regulations (EEC) No 881/92 and (EEC) No 3118/93 and Direc
tive 2006/94/EC are hereby repealed.

References to the repealed Regulations and Directive shall be con
strued as references to this Regulation and shall be read in accor
dance with the correlation table set out in Annex IV.

Article 19

Entry into force

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

It shall apply from 4  December 2011, with the exception of 
Articles 8 and 9, which shall apply from 14 May 2010.

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

Done at Strasbourg, 21 October 2009.

For the European Parliament
The President

J. BUZEK

For the Council
The President

C. MALMSTRÖM
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ANNEX I

Security features of the Community licence and the driver attestation

The Community licence and the driver attestation must have at least two of the following security features:

— a hologram, 

— special fibres in the paper which become visible under UV-light, 

— at least one microprint line (printing visible only with a magnifying glass and not reproduced by photocopying 
machines), 

— tactile characters, symbols or patterns, 

— double numbering: serial number of the Community licence, of the certified copy thereof or of the driver attestation as 
well as, in each case, the issue number, 

— a security design background with fine guilloche patterns and rainbow printing.
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ANNEX II

Community licence model

EUROPEAN COMMUNITY

(a)

(Colour Pantone light blue, format DIN A4 cellulose paper 100 g/m2 or more)
(First page of the licence)

(Text in (one of) the official language(s) of the Member State issuing the licence)
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(b)

(Second page of the licence)
(Text in (one of) the official language(s) of the Member State issuing the licence)

GENERAL PROVISIONS

This licence is issued under Regulation (EC) No 1072/2009.

It entitles the holder to engage in the international carriage of goods by road for hire or reward by any route for journeys or 
parts of journeys carried out within the territory of the Community and, where appropriate, subject to the conditions laid 
down herein:

— where the point of departure and the point of arrival are situated in two different Member States, with or without tran
sit through one or more Member States or third countries, 

— from a Member State to a third country or vice versa, with or without transit through one or more Member States or 
third countries, 

— between third countries with transit through the territory of one or more Member States,

and unladen journeys in connection with such carriage.

In the case of carriage from a Member State to a third country or vice versa, this licence is valid for that part of the journey 
carried out within the territory of the Community. It shall be valid in the Member State of loading or unloading only after 
the conclusion of the necessary agreement between the Community and the third country in question in accordance with 
Regulation (EC) No 1072/2009.

The licence is personal to the holder and is non-transferable.

It may be withdrawn by the competent authority of the Member State which issued it, notably where the holder has:

— not complied with all the conditions for using the licence, 

— supplied incorrect information with regard to the data needed for the issue or extension of the licence.

The original of the licence must be kept by the haulage undertaking.

A certified copy of the licence must be kept in the vehicle

(1)  ‘Vehicle’ means a motor vehicle registered in a Member State, or a coupled combination of vehicles the motor vehicle of which at least is
registered in a Member State, used exclusively for the carriage of goods.

 (1). In the case of a coupled combination of vehicles it must accom
pany the motor vehicle. It covers the coupled combination of vehicles even if the trailer or semi-trailer is not registered or 
authorised to use the roads in the name of the licence holder or if it is registered or authorised to use the roads in another 
State.

The licence must be presented at the request of any authorised inspecting officer.

Within the territory of each Member State, the holder must comply with the laws, regulations and administrative provisions 
in force in that State, in particular with regard to transport and traffic.
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ANNEX III

Driver attestation model

EUROPEAN COMMUNITY

(a)
(Colour Pantone pink, format DIN A4 cellulose paper 100g/m2 or more)

(First page of the attestation)
(Text in (one of) the official language(s) of the Member State issuing the attestation)
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(b)

(Second page of the attestation)
(Text in (one of) the official language(s) of the Member State issuing the attestation)

GENERAL PROVISIONS

This attestation is issued under Regulation (EC) No 1072/2009.

It certifies that the driver named therein is employed, in accordance with the laws, regulations or administrative provisions 
and, as appropriate, the collective agreements, in accordance with the rules applicable in the Member State mentioned on 
the attestation, on the conditions of employment and of vocational training of drivers applicable in that Member State to 
carry out road operations in that State.

The driver attestation shall belong to the haulier, who puts it at the disposal of the driver designated therein when that driver 
drives a vehicle

(1)  ‘Vehicle’ means a motor vehicle registered in a Member State, or a coupled combination of vehicles the motor vehicle of which at least is
registered in a Member State, used exclusively for the carriage of goods.

 (1) engaged in carriage using a Community licence issued to that haulier. The driver attestation is not trans
ferable. The driver attestation shall be valid only as long as the conditions under which it was issued are still satisfied and 
must be returned immediately by the haulier to the issuing authorities if these conditions are no longer met.

It may be withdrawn by the competent authority of the Member State which issued it, in particular where the holder has:

— not complied with all the conditions for using the attestation, 

— supplied incorrect information with regard to the data needed for the issue or extension of the attestation.

A certified true copy of the attestation must be kept by the haulage undertaking.

An original attestation must be kept in the vehicle and must be presented by the driver at the request of any authorised 
inspecting officer.
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ANNEX IV

Correlation Table

Regulation (EEC) No 881/92 Regulation (EEC) No 3118/93 Directive 2006/94/EC This Regulation

Article 1(1) Article 1(1)

Article 1(2) Article 1(2)

Article 1(3) Article 1(3)

Annex II Article 1(1) and (2), 
Annex I; Article 2

Article 1(5)

Article 2 Article 1(6)

Article 2 Article 2

Article 3(1) Article 3

Article 3(2) Article 4(1)

Article 3(3) Article 5(1)

Article 4

Article 5(1) Article 4(2)

Article 5(2) Article 4(3)

Article 5(3) Article 4(4)

Article 4(5)

Article 5(4), Annex I Article 4(6)

Article 5(5) Article 4(2)

Article 6(1) Article 5(2)

Article 6(2) Article 5(2)

Article 6(3) Article 5(3)

Article 6(4) Article 5(6)

Article 6(5) Article 5(7)

Article 7 Article 6

Article 8(1) Article 7(1)

Article 8(2) Article 7(2)

Article 8(3) Article 12(1)

Article 8(4) Article 12(2)

Article 9(1) and (2) Article 12(6)

Article 1(1) Article 8(1)

Article 1(2) Article 8(5)

Article 1(3) and (4) Article 8(6)

Article 2

Article 3

Article 4

Article 5

Article 6(1) Article 9(1)

Article 6(2)

Article 6(3) Article 9(2)

Article 6(4)

Article 7 Article 10
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Article 10 Article 17(1)

Article 11(1) Article 8(1) Article 11

Article 11(2) Article 13(1)

Article 11(3) Article 12(4)

Article 11a

Article 8(2) and (3) Article 13(2)

Article 8(4), first and third 
subparagraphs

Article 8(4), second 
subparagraph

Article 12(4)

Article 8(4), fourth and 
fifth subparagraphs

Article 12(5)

Article 9 Article 13(3)

Article 12 Article 18

Article 13

Article 14 Article 10

Article 11

Article 15 Article 12 Article 4 Article 19

Article 3

Article 5

Annex II, III

Annex I Annex II

Annex III Annex III

Annex I

Annex II

Annex III

Annex IV
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REGULATION (EC) No 1073/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 21 October 2009

on common rules for access to the international market for coach and bus services, and amending 
Regulation (EC) No 561/2006

(recast)

(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 71 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and 
Social Committee

(1)  OJ C 10, 15.1.2008, p. 44.

 (1),

After consulting the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251 
of the Treaty

(2)  Opinion of the European Parliament of 5 June 2008 (not yet published
in the Official Journal), Council Common Position of 9 January 2009
(OJ C 62 E, 17.3.2009, p. 25), Position of the European Parliament of
23 April 2009 (not yet published in the Official Journal) and Council
Decision of 24 September 2009.

 (2),

Whereas:

(1) A number of substantial changes are to be made to Coun
cil Regulation (EEC) No  684/92 of 16  March 1992 on 
common rules for the international carriage of passengers 
by coach and bus

(3)  OJ L 74, 20.3.1992, p. 1.

 (3) and to Council Regulation (EC) 
No  12/98 of 11  December 1997 laying down the condi
tions under which non-resident carriers may operate 
national road passenger transport services within a Mem
ber State

(4)  OJ L 4, 8.1.1998, p. 10.

 (4). In the interests of clarity and simplification, 
those Regulations should be recast and incorporated into 
one single regulation.

(2) The establishment of a common transport policy entails, 
inter alia, laying down common rules applicable to the 
international carriage of passengers by road as well as the 
conditions under which non-resident carriers may operate 
national transport services within a Member State.

(3) To ensure a coherent framework for the international car
riage of passengers by coach and bus throughout the Com
munity, this Regulation should apply to all international 
carriage on Community territory. Carriage from Member 
States to third countries is still largely covered by bilateral 
agreements between the Member States and those third 
countries. Therefore, this Regulation should not apply to 
that part of the journey within the territory of the Member 
State of picking up or setting down, as long as the neces
sary agreements between the Community and the third 
countries concerned have not been concluded. It should, 
however, apply to the territory of a Member State crossed 
in transit.

(4) Freedom to provide services constitutes a basic principle of 
the common transport policy and requires that carriers 
from all Member States be guaranteed access to interna
tional transport markets without discrimination on 
grounds of nationality or place of establishment.

(5) The international carriage of passengers by coach and bus 
should be conditional on the possession of a Community 
licence. Carriers should be required to carry a certified true 
copy of the Community licence aboard each of their 
vehicles, in order to facilitate effective controls by enforce
ment authorities, especially those outside the Member State 
in which the carrier is established. The conditions govern
ing the issue and withdrawal of Community licences, their 
periods of validity and the detailed rules for their use 
should be determined. It is also necessary to lay down 
detailed specifications as regards the layout and other fea
tures of the Community licence and the certified copies 
thereof.

(6) Roadside checks should be carried out without direct or 
indirect discrimination on grounds of the nationality of the 
road transport operator or the country of establishment of 
the road transport operator or of registration of the vehicle.

(7) There should be provision for flexible arrangements sub
ject to certain conditions for special regular services and 
certain occasional services, in order to satisfy market 
demand.

(8) While maintaining authorisation arrangements for regular 
services, certain rules should be amended, particularly as 
regards authorisation procedures.
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(9) The authorisation for regular services should henceforth be 
granted subsequent to an authorisation procedure, unless 
there are clearly specified grounds for refusal attributable 
to the applicant. The grounds for refusal relating to the rel
evant market should be either that the service applied for 
would seriously affect the viability of a comparable service 
operated under one or more public service contracts on 
the direct sections concerned or that the principal purpose 
of the service is not to carry passengers between stops 
located in different Member States.

(10) Non-resident carriers should be allowed to operate national 
road passenger services, but regard should be had to the 
specific characteristics of each form of service. When such 
cabotage operations are performed, they should be subject 
to Community legislation such as Regulation (EC) 
No 561/2006 of the European Parliament and of the Coun
cil of 15  March 2006 on the harmonisation of certain 
social legislation relating to road transport

(1)  OJ L 102, 11.4.2006, p. 1.

 (1) and to 
national law in force in specified areas in the host Member 
State.

(11) The provisions of Directive 96/71/EC of the European Par
liament and of the Council of 16 December 1996 concern
ing the posting of workers in the framework of the 
provision of services

(2)  OJ L 18, 21.1.1997, p. 1.

 (2) apply to transport undertakings 
performing a cabotage operation.

(12) Where regular services are concerned, only regular services 
provided as part of a regular international service, exclud
ing urban and suburban services, should be opened up to 
non-resident carriers, subject to certain conditions, and in 
particular to the legislation in force in the host Member 
State.

(13) Member States should grant each other mutual assistance 
with a view to the sound application of this Regulation.

(14) Administrative formalities should be reduced as far as pos
sible without abandoning the controls and penalties that 
guarantee the correct application and effective enforce
ment of this Regulation. To this end, the existing rules on 
the withdrawal of the Community licence should be clari
fied and strengthened. The current rules should be adapted 
to allow the effective sanctioning of serious infringements 
committed in a Member State other than the Member State 
of establishment. Penalties should be non-discriminatory 
and proportionate to the seriousness of the infringements. 
It should be possible to lodge an appeal in respect of any 
penalties imposed.

(15) Member States should enter in their national electronic reg
ister of road transport undertakings all serious infringe
ments attributable to carriers which have led to the 
imposition of a penalty.

(16) In order to facilitate and strengthen the exchange of infor
mation between national authorities, Member States 
should exchange the relevant information through the 
national contact points set up pursuant to Regulation (EC) 
No 1071/2009 of the European Parliament and of the 
Council of 21  October 2009 establishing common rules 
concerning the conditions to be complied with to pursue 
the occupation of road transport operator

(3)  See page 51 of this Official Journal.

 (3).

(17) The measures necessary for the implementation of this 
Regulation 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

(4)  OJ L 184, 17.7.1999, p. 23.

 (4).

(18) In particular, the Commission should be empowered to 
establish the format of certain documents to be used for 
the application of this Regulation and to adapt Annexes  I 
and II of this Regulation to technical progress. Since those 
measures are of general scope and are designed to amend 
non-essential elements of this Regulation by supplement
ing it with new non-essential elements, they must be 
adopted in accordance with the regulatory procedure with 
scrutiny provided for in Article  5a of Decision 
1999/468/EC.

(19) Member States should take the necessary measures to 
implement this Regulation, in particular as regards effec
tive, proportionate and dissuasive penalties.

(20) In order to encourage tourism and the use of environmen
tally friendly means of transport, Regulation (EC) 
No 561/2006 should be amended to allow drivers engaged 
in a single occasional service providing international car
riage of passengers to postpone their weekly rest period for 
up to 12 consecutive 24-hour periods if they are involved 
in passenger transport activities that typically do not 
include continuous and long driving hours. Such a post
ponement should only be allowed under very strict condi
tions which preserve road safety and take into account the 
working conditions of drivers, inter alia, the obligation to 
take weekly rest periods immediately before and after the 
service. The Commission should monitor closely the use of 
this derogation. If the factual situation which justifies the 
use of this derogation changes substantially and the dero
gation results in a deterioration of road safety, the Com
mission should take appropriate measures.
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(21) Since the objective of this Regulation, namely to ensure a 
coherent framework for the international carriage of pas
sengers by coach and bus throughout the Community, 
cannot be sufficiently achieved by the Member States and 
can therefore, by reason of its scale and effects, be better 
achieved at Community level, the Community may adopt 
measures, in accordance with the principle 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 that objective,

HAVE ADOPTED THIS REGULATION:

CHAPTER I

GENERAL PROVISIONS

Article 1

Scope

1. This Regulation shall apply to the international carriage of 
passengers by coach and bus within the territory of the Commu
nity by carriers for hire or reward or by own-account carriers 
established in a Member State in accordance with its law, using 
vehicles which are registered in that Member State and are suit
able and intended, by virtue of their construction and equipment, 
to carry more than nine persons, including the driver, and to the 
movement of such vehicles when empty in connection with such 
carriage. 

A change of vehicle or an interruption of carriage to enable part 
of a journey to be made by another means of transport shall not 
affect the application of this Regulation. 

2. In the event of carriage from a Member State to a third 
country and vice versa, this Regulation shall apply to the part of 
the journey on the territory of any Member State crossed in tran
sit. It shall not apply to that part of the journey within the terri
tory of the Member State of picking up or setting down, as long 
as the necessary agreement between the Community and the third 
country concerned has not been concluded.

3. Pending the conclusion of the agreements referred to in 
paragraph 2, this Regulation shall not affect provisions relating to 
the carriage from a Member State to a third country and vice-
versa contained in bilateral agreements concluded between Mem
ber States and those third countries.

4. This Regulation shall apply to national road passenger ser
vices for hire or reward operated on a temporary basis by a non-
resident carrier as provided for in Chapter V.

Article 2

Definitions

For the purposes of this Regulation, the following definitions shall 
apply:

1. ‘international carriage’ means:

(a) a journey undertaken by a vehicle the point of departure 
and the point of arrival of which are in two different 
Member States, with or without transit through one or 
more Member States or third countries;

(b) a journey undertaken by a vehicle of which the point of 
departure and the point of arrival are in the same Mem
ber State, while the picking up or setting down of pas
sengers is in another Member State or in a third country;

(c) a journey undertaken by a vehicle from a Member State 
to a third country or vice versa, with or without transit 
through one or more Member States or third countries; 
or

(d) a journey undertaken by a vehicle between third coun
tries, with transit through the territory of one or more 
Member States;

2. ‘regular services’ means services which provide for the car
riage of passengers at specified intervals along specified 
routes, passengers being picked up and set down at predeter
mined stopping points;

3. ‘special regular services’ means regular services, by whomso
ever organised, which provide for the carriage of specified 
categories of passengers to the exclusion of other passengers;

4. ‘occasional services’ means services which do not fall within 
the definition of regular services, including special regular 
services, and the main characteristic of which is the carriage 
of groups of passengers constituted on the initiative of the 
customer or the carrier himself;

5. ‘own-account transport operations’ means operations carried 
out for non-commercial and non-profit-making purposes by 
a natural or legal person, whereby:

— the transport activity is only an ancillary activity for that 
natural or legal person, and 

— the vehicles used are the property of that natural or legal 
person or have been obtained by that person on deferred 
terms or have been the subject of a long-term leasing 
contract and are driven by a member of the staff of the 
natural or legal person or by the natural person himself 
or by personnel employed by, or put at the disposal of, 
the undertaking under a contractual obligation;
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6. ‘host Member State’ means a Member State in which a carrier 
operates other than the carrier’s Member State of 
establishment;

7. ‘cabotage operations’ means either:

— national road passenger services for hire and reward car
ried out on a temporary basis by a carrier in a host Mem
ber State, or 

— the picking up and setting down of passengers within 
the same Member State, in the course of a regular inter
national service, in compliance with the provisions of 
this Regulation, provided that it is not the principal pur
pose of the service;

8. ‘serious infringement of Community road transport legisla
tion’ means an infringement which may lead to the loss of 
good repute in accordance with Article 6(1) and (2) of Regu
lation (EC) No 1071/2009, and/or to the temporary or per
manent withdrawal of a Community licence.

Article 3

Freedom to provide services

1. Any carrier for hire or reward referred to in Article 1 shall 
be permitted in accordance with this Regulation to carry out regu
lar services, including special regular services and occasional ser
vices by coach and bus, without discrimination on grounds of 
nationality or place of establishment if he: 

(a) is authorised in the Member State of establishment to under
take carriage by means of regular services, including special 
regular services, or occasional services by coach and bus, in 
accordance with the market access conditions laid down by 
national legislation;

(b) satisfies the conditions laid down in accordance with Com
munity rules on admission to the occupation of road passen
ger transport operator in national and international transport 
operations; and

(c) meets legal requirements regarding the standards for drivers 
and vehicles as laid down, in particular, in Council Directive 
92/6/EEC of 10 February 1992 on the installation and use of 
speed limitation devices for certain categories of motor 
vehicles in the Community

(1)  OJ L 57, 2.3.1992, p. 27.

 (1), Council Directive 96/53/EC of
25 July 1996 laying down for certain road vehicles circulat
ing within the Community the maximum authorised dimen
sions in national and international traffic and the maximum 
authorised weights in international traffic

(2)  OJ L 235, 17.9.1996, p. 59.

 (2) and Directive 
2003/59/EC of the European Parliament and of the Council 
of 15 July 2003 on the initial qualification and periodic train
ing of drivers of certain road vehicles for the carriage of goods 
or passengers

(3)  OJ L 226, 10.9.2003, p. 4.

 (3).

2. Any own-account carrier referred to in Article  1 shall be 
permitted to carry out the transport services pursuant to 
Article 5(5) without discrimination on grounds of nationality or 
place of establishment if he: 

(a) is authorised in the Member State of establishment to under
take carriage by coach and bus in accordance with the 
market-access conditions laid down in national legislation; 
and

(b) meets legal requirements regarding the standards for drivers 
and vehicles as laid down, in particular, in Directives 
92/6/EEC, 96/53/EC and 2003/59/EC.

CHAPTER II

COMMUNITY LICENCE AND MARKET ACCESS

Article 4

Community licence

1. International carriage of passengers by coach and bus shall 
be carried out subject to possession of a Community licence 
issued by the competent authorities of the Member State of 
establishment.

2. The competent authorities of the Member State of establish
ment shall issue the holder with the original of the Community 
licence, which shall be kept by the carrier, and the number of cer
tified true copies thereof corresponding to the number of vehicles 
used for the international carriage of passengers at the disposal of 
the holder of the Community licence, whether those vehicles are 
wholly owned, or held in another form, particularly under an 
instalment-purchase, hire or leasing contract. 

The Community licence and the certified true copies thereof shall 
correspond to the model set out in Annex  II. They shall contain 
at least two of the security features listed in Annex I. 

The Commission shall adapt Annexes  I and  II to technical 
progress. Those measures, designed to amend non-essential ele
ments of this Regulation, shall be adopted in accordance with the 
regulatory procedure with scrutiny referred to in Article 26(2). 

The Community licence and the certified true copies thereof shall 
bear the seal of the issuing authority as well as a signature and a 
serial number. The serial numbers of the Community licence and 
the certified true copies thereof shall be recorded in the national 
electronic register of road transport undertakings provided for in 
Article 16 of Regulation (EC) No 1071/2009 as part of the data 
relating to the carrier. 

3. The Community licence shall be issued in the name of the 
carrier and shall be non-transferable. A certified true copy of the 
Community licence shall be kept in each of the carrier’s vehicles 
and shall be presented at the request of any authorised inspecting 
officer.
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4. The Community licence shall be issued for renewable peri
ods of up to 10 years. 

Community licences and certified true copies thereof issued before 
the date of application of this Regulation shall remain valid until 
their date of expiry. 

5. Whenever an application for a Community licence is lodged, 
or a Community licence is renewed in accordance with para
graph 4 of this Article, the competent authorities of the Member 
State of establishment shall verify whether the carrier satisfies or 
continues to satisfy the conditions laid down in Article 3(1).

6. Where the conditions referred to in Article 3(1) are not sat
isfied, the competent authorities of the Member State of establish
ment shall refuse to issue or renew or shall withdraw a 
Community licence by means of a reasoned decision.

7. Member States shall guarantee the right of the applicant for, 
or holder of, a Community licence to appeal against a decision by 
the competent authorities of the Member State of establishment 
to refuse or withdraw this licence.

8. Member States may decide that the Community licence shall 
also be valid for national transport operations.

Article 5

Access to the market

1. Regular services shall be open to all, subject, where appro
priate, to compulsory reservation. 

Such services shall be subject to authorisation in accordance with 
the provisions of Chapter III. 

Regular services from a Member State to a third country and vice 
versa shall be subject to authorisation in accordance with the 
bilateral agreement between the Member State and the third coun
try and, where appropriate, the transited Member State, as long as 
the necessary agreement between the Community and the third 
country concerned has not been concluded. 

The regular nature of the service shall not be affected by any 
adjustment to the service operating conditions. 

The organisation of parallel or temporary services, serving the 
same public as existing regular services, the non-serving of cer
tain stops and the serving of additional stops on existing regular 
services shall be governed by the same rules as those applicable 
to existing regular services. 

2. Special regular services shall include: 

(a) the carriage of workers between home and work;

(b) the carriage of school pupils and students to and from the 
educational institution.

The fact that a special service may be varied according to the 
needs of users shall not affect its classification as a regular 
service.

Special regular services shall not be subject to authorisation 
in accordance with Chapter III where they are covered by a 
contract concluded between the organiser and the carrier.

3. Occasional services shall not require authorisation in accor
dance with Chapter III. 

However, the organisation of parallel or temporary services com
parable to existing regular services and serving the same public as 
the latter shall be subject to authorisation in accordance with the 
procedure laid down in Chapter III. 

Occasional services shall not cease to be occasional services solely 
on the grounds that they are provided at certain intervals. 

Occasional services may be provided by a group of carriers acting 
on behalf of the same contractor, and travellers may catch a con
nection en route, with a different carrier of the same group, on the 
territory of a Member State. 

The Commission shall establish the procedures for the names of 
such carriers and the connection points en route to be commu
nicated to the competent authorities of the Member States con
cerned. Those measures, designed to amend non-essential 
elements of this Regulation by supplementing it, shall be adopted 
in accordance with the regulatory procedure with scrutiny 
referred to in Article 26(2). 

4. Empty journeys by vehicles in connection with the trans
port operations referred to in the third subparagraph of para
graph  2, and in the first subparagraph of paragraph  3, shall 
likewise not require authorisation.

5. Own-account transport operations shall be exempt from 
any system of authorisation but shall be subject to a system of 
certificates. 

The certificates shall be issued by the competent authorities of the 
Member State in which the vehicle is registered and shall be valid 
for the entire journey including transit. 

The Commission shall establish the format of the certificates. 
Those measures, designed to amend non-essential elements of this 
Regulation by supplementing it, shall be adopted in accordance 
with the regulatory procedure with scrutiny referred to in 
Article 26(2). 
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CHAPTER III

REGULAR SERVICES SUBJECT TO AUTHORISATION

Article 6

Nature of authorisation

1. Authorisations shall be issued in the name of the carrier and 
shall be non-transferable. However, a carrier who has received an 
authorisation may, with the consent of the competent authority 
of the Member State in whose territory the point of departure is 
situated, hereinafter referred to as the ‘authorising authority’, 
operate the service through a subcontractor. In this case, the name 
of the subcontractor and its role shall be indicated in the autho
risation. The subcontractor shall satisfy the conditions laid down 
in Article  3(1). For the purposes of this paragraph, the point of 
departure shall mean ‘one of the termini of the service’.

In the case of undertakings associated for the purpose of operat
ing a regular service, the authorisation shall be issued in the names 
of all the undertakings and shall state the names of all the opera
tors. It shall be given to the undertaking that manages the opera
tion and copies shall be given to the other undertakings.

2. The period of validity of an authorisation shall not exceed 5 
years. It may be set at less either at the request of the applicant or 
by mutual consent of the competent authorities of the Member 
States on whose territory passengers are picked up or set down.

3. Authorisations shall specify the following: 

(a) the type of service;

(b) the route of the service, giving in particular the point of 
departure and the point of arrival;

(c) the period of validity of the authorisation;

(d) the stops and the timetable.

4. The Commission shall establish the format of the authori
sations. Those measures, designed to amend non-essential ele
ments of this Regulation by supplementing it, shall be adopted in 
accordance with the regulatory procedure with scrutiny referred 
to in Article 26(2).

5. Authorisations shall entitle their holder(s) to operate regu
lar services in the territories of all Member States over which the 
routes of the service pass.

6. The operator of a regular service may use additional vehicles 
to deal with temporary and exceptional situations. Such addi
tional vehicles may be used only under the same conditions as set 
out in the authorisation referred to in paragraph 3. 

In this case, the carrier shall ensure that the following documents 
are carried on the vehicle: 

(a) a copy of the authorisation of the regular service;

(b) a copy of the contract between the operator of the regular 
service and the undertaking providing the additional vehicles 
or an equivalent document;

(c) a certified true copy of the Community licence issued to the 
operator providing the additional vehicles for the service.

Article 7

Submission of application for authorisation

1. Applications for authorisation of regular services shall be 
submitted to the authorising authority.

2. The Commission shall establish the format of the applica
tions. Those measures, designed to amend non-essential elements 
of this Regulation by supplementing it, shall be adopted in accor
dance with the regulatory procedure with scrutiny referred to in 
Article 26(2).

3. Persons applying for authorisation shall provide any further 
information which they consider relevant or which is requested 
by the authorising authority, in particular a driving schedule mak
ing it possible to monitor compliance with Community legisla
tion on driving and rest periods and a copy of the Community 
licence.

Article  8

Authorising procedure

1. Authorisations shall be issued in agreement with the 
authorities of all the Member States in whose territories passen
gers are picked up or set down. The authorising authority shall 
forward to such authorities, as well as to the competent authori
ties of Member States whose territories are crossed without pas
sengers being picked up or set down, a copy of the application, 
together with copies of any other relevant documentation, and its 
assessment.

2. The competent authorities of the Member States whose 
agreement has been requested shall notify the authorising author
ity of their decision on the application within 2 months. This time 
limit shall be calculated from the date of receipt of the request for 
agreement which is shown in the acknowledgement of receipt. If 
the decision received from the competent authorities of the Mem
ber States whose agreement has been requested is negative, it shall 
contain a proper statement of reasons. If the authorising author
ity does not receive a reply within 2 months, the authorities con
sulted shall be deemed to have given their agreement and the 
authorising authority may grant the authorisation. 

The authorities of the Member States whose territories are crossed 
without passengers being picked up or set down may notify the 
authorising authority of their comments within the time limit laid 
down in the first subparagraph. 

3. The authorising authority shall take a decision on the appli
cation within 4 months of the date of submission of the applica
tion by the carrier.

NE9002.11.41



Official Journal of the European Union 14.11.2009

4. Authorisation shall be granted unless: 

(a) the applicant is unable to provide the service which is the 
subject of the application with equipment directly available 
to him;

(b) the applicant has not complied with national or international 
legislation on road transport, and in particular the conditions 
and requirements relating to authorisations for international 
road passenger services, or has committed serious infringe
ments of Community road transport legislation in particular 
with regard to the rules applicable to vehicles and driving and 
rest periods for drivers;

(c) in the case of an application for renewal of authorisation, the 
conditions of authorisation have not been complied with;

(d) a Member State decides on the basis of a detailed analysis that 
the service concerned would seriously affect the viability of a 
comparable service covered by one or more public service 
contracts conforming to Community law on the direct sec
tions concerned. In such a case, the Member State shall set up 
criteria, on a non-discriminatory basis, for determining 
whether the service applied for would seriously affect the 
viability of the abovementioned comparable service and shall 
communicate them to the Commission, upon its request;

(e) a Member State decides on the basis of a detailed analysis that 
the principal purpose of the service is not to carry passen
gers between stops located in different Member States.

In the event that an existing international coach and bus service 
is seriously affecting the viability of a comparable service covered 
by one or more public service contracts conforming to Commu
nity law on the direct sections concerned, due to exceptional rea
sons which could not have been foreseen at the time of granting 
the authorisation, a Member State may, with the agreement of the 
Commission, suspend or withdraw the authorisation to run the 
international coach and bus service after having given 6 months’ 
notice to the carrier.

The fact that a carrier offers lower prices than those offered by 
other road carriers or the fact that the link in question is already 
operated by other road carriers shall not in itself constitute justi
fication for rejecting the application.

5. The authorising authority and the competent authorities of 
all the Member States involved in the procedure to reach the 
agreement provided for in paragraph  1  may refuse applications 
only on the basis of reasons provided for in this Regulation.

6. Having completed the procedure laid down in paragraphs 1 
to 5, the authorising authority shall grant the authorisation or for
mally refuse the application. 

Decisions refusing an application shall state the reasons on which 
they are based. Member States shall ensure that transport under
takings are given the opportunity to make representations in the 
event of their application being refused. 

The authorising authority shall inform all the authorities referred 
to in paragraph  1 of its decision, sending them a copy of any 
authorisation. 

7. If the procedure for reaching the agreement referred to in 
paragraph 1 does not enable the authorising authority to decide 
on an application, the matter may be referred to the Commission 
within the time limit of 2 months calculated from the date of 
communication of a negative decision by one or more of the 
Member States consulted pursuant to paragraph 1.

8. After having consulted the Member States concerned, the 
Commission shall, within 4 months from receipt of the commu
nication from the authorising authority, take a decision which 
shall take effect 30 days after the notification to the Member 
States concerned.

9. The Commission decision shall continue to apply until an 
agreement is reached between the Member States concerned.

Article 9

Renewal and alteration of authorisation

Article  8 shall apply, mutatis mutandis, to applications for the 
renewal of authorisations or for alteration of the conditions under 
which the services subject to authorisation must be carried out.

In the event of a minor alteration to the operating conditions, in 
particular adjustment of intervals, fares and timetables, the autho
rising authority need only supply the other Member States con
cerned with information relating to the alteration.

The Member States concerned may agree that the authorising 
authority alone shall decide on alterations to the conditions under 
which a service is operated.

Article 10

Lapse of an authorisation

1. Without prejudice to the provisions of Regulation (EC) 
No 1370/2007 of the European Parliament and of the Council of
23  October 2007 on public passenger transport services by rail 
and by road

(1)  OJ L 315, 3.12.2007, p. 1.

 (1), an authorisation for a regular service shall lapse 
at the end of its period of validity or 3 months after the authoris
ing authority has received notice from its holder of his intention 
to withdraw the service. Such notice shall contain a proper state
ment of reasons.

2. Where demand for a service has ceased to exist, the period 
of notice provided for in paragraph 1 shall be of 1 month.

3. The authorising authority shall inform the competent 
authorities of the other Member States concerned that the autho
risation has lapsed.
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4. The holder of the authorisation shall notify users of the ser
vice concerned of its withdrawal 1 month in advance by means 
of appropriate publicity.

Article  11

Obligations of carriers

1. Save in the event of force majeure, the operator of a regular 
service shall, until the authorisation expires, take all measures to 
guarantee a transport service that fulfils the standards of continu
ity, regularity and capacity and complies with the other condi
tions laid down by the competent authority in accordance with 
Article 6(3).

2. The carrier shall display the route of the service, the bus 
stops, the timetable, the fares and the conditions of carriage in 
such a way as to ensure that such information is readily available 
to all users.

3. Without prejudice to Regulation (EC) No  1370/2007, it 
shall be possible for the Member States concerned, by common 
agreement and in agreement with the holder of the authorisation, 
to make changes to the operating conditions governing a regular 
service.

CHAPTER IV

OCCASIONAL SERVICES AND OTHER SERVICES EXEMPT 
FROM AUTHORISATION

Article 12

Control documents

1. Occasional services shall be carried out under cover of a 
journey form with the exception of the services referred to in the 
second subparagraph of Article 5(3).

2. A carrier operating occasional services shall fill out a jour
ney form before each journey.

3. The journey form shall contain at least the following 
information: 

(a) the type of service;

(b) the main itinerary;

(c) the carrier(s) involved.

4. The books of journey forms shall be supplied by the com
petent authorities of the Member State where the carrier is estab
lished or by bodies appointed by those authorities.

5. The Commission shall establish the format of the journey 
form, the book of journey forms and the way in which they are 
used. Those measures, designed to amend non-essential elements 
of this Regulation by supplementing it, shall be adopted in accor
dance with the regulatory procedure with scrutiny referred to in 
Article 26(2).

6. In the case of the special regular services referred to in the 
third subparagraph of Article 5(2), the contract or a certified true 
copy thereof shall serve as the control document.

Article 13

Local excursions

Within the framework of an international occasional service, a 
carrier may carry out occasional services (local excursions) in a 
Member State other than that in which it is established.

Such services shall be intended for non-resident passengers pre
viously carried by the same carrier on one of the international ser
vices mentioned in the first paragraph and shall be carried out 
with the same vehicle or another vehicle from the same carrier or 
group of carriers.

CHAPTER V

CABOTAGE

Article 14

General principle

Any carrier who operates road passenger transport services for 
hire or reward and who holds a Community licence shall be per
mitted, under the conditions laid down in this Chapter and with
out discrimination on grounds of the carrier’s nationality or place 
of establishment, to operate the cabotage operations as specified 
in Article 15.

Article 15

Authorised cabotage operations

Cabotage operations shall be authorised for the following services:

(a) special regular services provided that they are covered by a 
contract concluded between the organiser and the carrier;

(b) occasional services;

(c) regular services, performed by a carrier not resident in the 
host Member State in the course of a regular international 
service in accordance with this Regulation with the exception 
of transport services meeting the needs of an urban centre or 
conurbation, or transport needs between it and the surround
ing areas. Cabotage operations shall not be performed inde
pendently of such international service.

Article 16

Rules applicable to cabotage operations

1. The performance of the cabotage operations shall be sub
ject, save as otherwise provided in Community legislation, to the 
laws, regulations and administrative provisions in force in the 
host Member State with regard to the following: 

(a) the conditions governing the transport contract;

(b) the weights and dimensions of road vehicles;
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(c) the requirements relating to the carriage of certain categories 
of passengers, namely schoolchildren, children and persons 
with reduced mobility;

(d) the driving time and rest periods;

(e) the value added tax (VAT) on transport services.

The weights and dimensions referred to in point  (b) of the first 
subparagraph may, where appropriate, exceed those applicable in 
the carrier’s Member State of establishment, but they may under 
no circumstances exceed the limits set by the host Member State 
for national traffic or the technical characteristics mentioned in 
the proofs referred to in Article 6(1) of Directive 96/53/EC.

2. Save as otherwise provided in Community legislation, cabo
tage operations which form part of the transport services pro
vided for in Article 15(c) shall be subject to the laws, regulations 
and administrative provisions in force in the host Member State 
regarding authorisations, tendering procedures, the routes to be 
operated and the regularity, continuity and frequency of services 
as well as itineraries.

3. The technical standards of construction and equipment 
which must be met by vehicles used to carry out cabotage opera
tions shall be those laid down for vehicles put into circulation in 
international transport.

4. The national laws, regulations and administrative provisions 
referred to in paragraphs 1 and 2 shall be applied to non-resident 
carriers under the same conditions as those imposed on carriers 
established in the host Member State, so as to prevent any dis
crimination on grounds of nationality or place of establishment.

Article  17

Control documents for cabotage operations

1. Cabotage operations in the form of occasional services shall 
be carried out under cover of a journey form as referred to in 
Article  12 which shall be kept on board the vehicle and be pre
sented at the request of any authorised inspecting officer.

2. The following information shall be entered in the journey 
form: 

(a) the points of departure and arrival of the service;

(b) the date of departure and the date on which the service ends.

3. The journey forms shall be supplied in books as referred to 
in Article 12 certified by the competent authority or body in the 
Member State of establishment.

4. In the case of special regular services, the contract concluded 
between the carrier and the transport organiser, or a certified true 
copy thereof, shall serve as the control document. 

However, a journey form shall be filled out in the form of a 
monthly statement. 

5. The journey forms used shall be returned to the competent 
authority or body in the Member State of establishment in accor
dance with procedures to be laid down by that authority or body.

CHAPTER VI

CONTROLS AND PENALTIES

Article 18

Transport tickets

1. Carriers operating a regular service, excluding special regu
lar services, shall issue either individual or collective transport 
tickets indicating: 

(a) the points of departure and arrival and, where appropriate, 
the return journey;

(b) the period of validity of the ticket;

(c) the fare of transport.

2. The transport ticket provided for in paragraph  1 shall be 
presented at the request of any authorised inspecting officer.

Article 19

Inspections on the road and in undertakings

1. The authorisation or control document shall be carried on 
the vehicle and shall be presented at the request of any authorised 
inspecting officer.

2. Carriers operating international carriage of passengers by 
coach and bus shall allow all inspections intended to ensure that 
operations are being conducted correctly, in particular as regards 
driving and rest periods. In the context of the implementation of 
this Regulation, authorised inspecting officers shall be empowered 
to: 

(a) check the books and other documentation relating to the 
operation of the transport undertaking;

(b) make copies of, or take extracts from, the books and docu
mentation on the premises;

(c) have access to all the transport undertaking’s premises, sites 
and vehicles;

(d) require the production of any information contained in 
books, documentation or data bases.

Article 20

Mutual assistance

Member States shall assist one another in ensuring the applica
tion and monitoring of this Regulation. They shall exchange 
information via the national contact points established pursuant 
to Article 18 of Regulation (EC) No 1071/2009.
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Article 21

Withdrawal of Community licences and authorisations

1. The competent authorities of the Member State where the 
carrier is established shall withdraw the Community licence where 
the holder: 

(a) no longer satisfies the conditions laid down in Article 3(1); or

(b) has supplied inaccurate information concerning the data 
which were required for the issue of the Community licence.

2. The authorising authority shall withdraw an authorisation 
where the holder no longer fulfils the conditions on the basis of 
which the authorisation was issued under this Regulation, in par
ticular where the Member State in which the carrier is established 
so requests. That authority shall immediately inform the compe
tent authorities of the Member State concerned.

Article  22

Sanctioning of infringements by the Member State of 
establishment

1. In the event of a serious infringement of Community road 
transport legislation committed or ascertained in any Member 
State, in particular with regard to the rules applicable to vehicles, 
driving and rest periods for drivers and the provision without 
authorisation of parallel or temporary services, as referred to in 
the fifth subparagraph of Article 5(1), the competent authorities 
of the Member State of establishment of the carrier who commit
ted the infringement shall take appropriate action, which may 
include a warning if provided for by national law, to pursue the 
matter. This may lead, inter alia, to the imposition of the follow
ing administrative penalties: 

(a) the temporary or permanent withdrawal of some or all of the 
certified true copies of the Community licence;

(b) the temporary or permanent withdrawal of the Community 
licence.

These penalties may be determined after the final decision on the 
matter has been taken and shall have regard to the seriousness of 
the infringement committed by the holder of the Community 
licence and to the total number of certified true copies of that 
licence held in respect of international traffic.

2. The competent authorities of the Member State of establish
ment shall communicate to the competent authorities of the 
Member State in which the infringements were ascertained, as 
soon as possible and at the latest within 6 weeks of their final 
decision on the matter, which, if any, of the penalties provided for 
in paragraph 1 have been imposed. 

If such penalties are not imposed, the competent authorities of the 
Member State of establishment shall state the reasons therefor. 

3. The competent authorities shall ensure that the penalties 
imposed on the carrier concerned are, as a whole, proportionate 
to the infringement or infringements which gave rise to such pen
alties, taking into account any penalty for the same infringement 
imposed in the Member State in which the infringement was 
ascertained.

4. This Article is without prejudice to the possibility of the 
competent authorities of the Member State of establishment of 
the carrier instituting proceedings before a national court or tri
bunal. In the event that such proceedings are brought, the com
petent authority in question shall inform the competent 
authorities of the Member States in which the infringements were 
ascertained thereof.

5. Member States shall ensure that carriers have the right to 
appeal against any administrative penalty imposed on them pur
suant to this Article.

Article 23

Sanctioning of infringements by the host Member State

1. Where the competent authorities of a Member State are 
aware of a serious infringement of this Regulation or of Commu
nity road transport legislation attributable to a non-resident car
rier, the Member State within the territory of which the 
infringement is ascertained shall transmit to the competent 
authorities of the carrier’s Member State of establishment, as soon 
as possible and at the latest within 6 weeks of their final decision, 
the following information: 

(a) a description of the infringement and the date and time when 
it was committed;

(b) the category, type and seriousness of the infringement; and

(c) the penalties imposed and the penalties executed.

The competent authorities of the host Member State may request 
that the competent authorities of the Member State of establish
ment impose administrative penalties in accordance with 
Article 22.

2. Without prejudice to criminal prosecution, the competent 
authorities of the host Member State may impose penalties on 
non-resident carriers who have committed infringements of this 
Regulation or of national or Community road transport legisla
tion in their territory on the occasion of a cabotage operation. The 
penalties shall be imposed on a non-discriminatory basis and may, 
inter alia, consist of a warning, or, in the event of a serious 
infringement, a temporary ban on cabotage operations within the 
territory of the host Member State where the infringement was 
committed.

3. Member States shall ensure that carriers have the right to 
appeal against any administrative penalty imposed on them pur
suant to this Article.
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Article 24

Entry in the national electronic registers

Member States shall ensure that serious infringements of Com
munity road transport legislation attributable to carriers estab
lished in their territory, which have led to the imposition of a 
penalty by any Member State, as well as any temporary or per
manent withdrawal of the Community licence or of the certified 
true copy thereof are recorded in the national electronic register 
of road transport undertakings. Entries in the register which con
cern a temporary or permanent withdrawal of a Community 
licence shall remain in the database for at least 2 years from the 
time of the expiry of the period of withdrawal, in the case of tem
porary withdrawal, or from the date of withdrawal, in the case of 
permanent withdrawal.

CHAPTER VII

IMPLEMENTATION

Article 25

Agreements between Member States

1. Member States may conclude bilateral and multilateral 
agreements on the further liberalisation of the services covered by 
this Regulation, in particular as regards the authorisation system 
and the simplification or abolition of control documents, espe
cially in border regions.

2. Member States shall inform the Commission of any agree
ments concluded under paragraph 1.

Article 26

Committee procedure

1. The Commission shall be assisted by the committee estab
lished by Article 18(1) of Council Regulation (EEC) No 3821/85 
of 20  December 1985 on recording equipment in road 
transport

(1)  OJ L 370, 31.12.1985, p. 8.

 (1).

2. Where reference is made to this paragraph, Article  5a(1) 
to  (4) and  (5)(b), and Article  7 of Decision 1999/468/EC shall 
apply, having regard to the provisions of Article 8 thereof.

Article 27

Penalties

Member States shall lay down the rules on penalties applicable to 
infringements of the provisions of this Regulation and shall take 
all measures necessary to ensure that they are implemented. The 
penalties provided for must be effective, proportionate and dis
suasive. Member States shall notify those provisions to the Com
mission by 4 December 2011 and shall notify it without delay of 
any subsequent amendment affecting them.

Member States shall ensure that all such measures are taken with
out discrimination as to the nationality or place of establishment 
of the carrier.

Article 28

Reporting

1. Every 2 years Member States shall communicate to the 
Commission the number of authorisations for regular services 
issued the previous year and the total number of authorisations 
for regular services valid at the end of that reporting period. This 
information shall be given separately for each country of destina
tion of the regular service. Member States shall also communicate 
to the Commission the data concerning cabotage operations, in 
the form of special regular services and occasional services, car
ried out during the reporting period by resident carriers.

2. Every 2 years the competent authorities in the host Mem
ber State shall send the Commission statistics on the number of 
authorisations issued for cabotage operations in the form of the 
regular services referred to in Article 15(c).

3. The Commission shall establish the format of the table to be 
used for the communication of the statistics referred to in para
graph  2. Those measures, designed to amend non-essential ele
ments of this Regulation by supplementing it, shall be adopted in 
accordance with the regulatory procedure with scrutiny referred 
to in Article 26(2).

4. Member States shall inform the Commission no later than 
31 January of every year of the number of carriers holding a Com
munity licence as at 31 December of the previous year and of the 
number of certified true copies corresponding to the number of 
vehicles in circulation on that date.

Article 29

Amendment to Regulation (EC) No 561/2006

In Article 8 of Regulation (EC) No 561/2006, the following para
graph shall be inserted:

‘6a. By way of derogation from paragraph 6, a driver engaged 
in a single occasional service of international carriage of passen
gers, as defined in Regulation (EC) No 1073/2009 of the Euro
pean Parliament and of the Council of 21  October 2009 on 
common rules for access to the international market for coach 
and bus services , may postpone the weekly rest period for up 
to  12 consecutive 24-hour periods following a previous regular 
weekly rest period, provided that:

(a) the service lasts at least 24 consecutive hours in a Member 
State or a third country to which this Regulation applies other 
than the one in which the service started;

(b) the driver takes after the use of the derogation:

(i) either two regular weekly rest periods; or

NE89/003L

)*(

http://eur-lex.europa.eu/Result.do?aaaa=1985&mm=12&jj=31&type=L&nnn=370&pppp=0008&RechType=RECH_reference_pub&Submit=Search


14.11.2009 EN Official Journal of the European Union L 300/99

(ii) one regular weekly rest period and one reduced weekly 
rest period of at least 24 hours. However, the reduction 
shall be compensated by an equivalent period of rest 
taken en bloc before the end of the third week following 
the end of the derogation period;

(c) after 1 January 2014, the vehicle is equipped with recording 
equipment in accordance with the requirements of Annex IB 
to Regulation (EEC) No 3821/85; and

(d) after 1 January 2014, if driving during the period from 22,00 
to  06,00, the vehicle is multi-manned or the driving period 
referred to in Article 7 is reduced to three hours.

The Commission shall monitor closely the use made of this dero
gation in order to ensure the preservation of road safety under 
very strict conditions, in particular by checking that the total 
accumulated driving time during the period covered by the dero
gation is not excessive. By 4  December 2012, the Commission 
shall draw up a report assessing the consequences of the deroga
tion in respect of road safety as well as social aspects. If it deems 
it appropriate, the Commission shall propose amendments to this 
Regulation in this respect.

(*) OJ L 300, 14.11.2009, p. 88.’

CHAPTER VIII

FINAL PROVISIONS

Article 30

Repeals

Regulations (EEC) No  684/92 and  (EC) No  12/98 are hereby 
repealed.

References to the repealed Regulations shall be construed as ref
erences to this Regulation and shall be read in accordance with 
the correlation table set out in Annex III.

Article 31

Entry into force

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

It shall apply from 4  December 2011, with the exception of 
Article 29, which shall apply from 4 June 2010.

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

Done at Strasbourg, 21 October 2009.

For the European Parliament
The President

J. BUZEK

For the Council
The President

C. MALMSTRÖM
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ANNEX I

Security features of the Community licence

The Community licence must have at least two of the following security features:

— a hologram, 

— special fibres in the paper which become visible under UV-light, 

— at least one microprint line (printing visible only with a magnifying glass and not reproduced by photocopying 
machines), 

— tactile characters, symbols or patterns, 

— double numbering: serial number and issue number, 

— a security design background with fine guilloche patterns and rainbow printing.
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ANNEX II

Community licence model

EUROPEAN COMMUNITY

(a)

(Colour Pantone light blue, format DIN A4 cellulose paper, 100 g/m2 or more)
(First page of the licence)

(Text in the official language(s) or one of the official languages of the Member State issuing the licence)
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(b)

(Second page of the licence)

(Text in the official language(s) or one of the official languages of the Member State issuing the licence)

GENERAL PROVISIONS

1. This licence is issued pursuant to Regulation (EC) No 1073/2009.

2. This licence is issued by the competent authorities of the Member State of establishment of the carrier for hire or reward 
who:

(a) is authorised in the Member State of establishment to undertake carriage by means of regular services, including 
special regular services, or occasional services by coach and bus;

(b) satisfies the conditions laid down in accordance with Community rules on admission to the occupation of road 
passenger transport operator in national and international transport operations;

(c) meets legal requirements regarding the standards for drivers and vehicles.

3. This licence permits the international carriage of passengers by coach and bus for hire or reward on all transport links 
for journeys carried out in the territory of the Community:

(a) where the point of departure and point of arrival are situated in two different Member States, with or without tran
sit through one or more Member States or third countries;

(b) where the point of departure and the point of arrival are in the same Member State, while the picking up or set
ting down of passengers is in another Member State or in a third country;

(c) from a Member State to a third country and vice versa, with or without transit through one or more Member States 
or third countries;

(d) between third countries crossing the territory of one or more Member States in transit;

and empty journeys in connection with transport operations under the conditions laid down by Regulation (EC) 
No 1073/2009.

In the case of a transport operation from a Member State to a third country and vice versa, Regulation (EC) 
No 1073/2009 is applicable, for the part of the journey on the territory of Member States crossed in transit. It does not 
apply to that part of the journey within the territory of the Member State of picking up or setting down, as long as the 
necessary agreement between the Community and the third country concerned has not been concluded.

4. This licence is personal and non-transferable.

5. This licence may be withdrawn by the competent authority of the Member State of issue in particular where the carrier:

(a) no longer satisfies the conditions laid down in Article 3(1) of Regulation (EC) No 1073/2009;

(b) has supplied inaccurate information regarding the data required for the issue or renewal of the licence;

(c) has committed a serious infringement or infringements of Community road transport legislation in any Member 
State, in particular with regard to the rules applicable to vehicles, driving and rest periods for drivers and the pro
vision, without authorisation, of parallel or temporary services as referred to in the fifth subparagraph of 
Article 5(1) of Regulation (EC) No 1073/2009. The competent authorities of the Member State of establishment 
of the carrier who committed the infringement may, inter alia, withdraw the Community licence or make tem
porary or permanent withdrawals of some or all of the certified true copies of the Community licence.

These penalties are determined in accordance with the seriousness of the breach committed by the holder of the Com
munity licence and with the total number of certified true copies that he possesses in respect of his international trans
port services.
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6. The original of the licence must be kept by the carrier. A certified true copy of the licence must be carried on the vehicle 
carrying out an international transport operation.

7. This licence must be presented at the request of any authorised inspecting officer.

8. The holder must, on the territory of each Member State, comply with the laws, regulations and administrative mea
sures in force in that State, particularly with regard to transport and traffic.

9. ‘Regular services’ means services which provide for the carriage of passengers at specified intervals along specified
routes, passengers being taken up and set down at predetermined stopping points, and which are open to all, subject,
where appropriate, to compulsory reservation.

The regular nature of the service shall not be affected by any adjustment to the service operating conditions.

Regular services require authorisation.

‘Special regular services’ means regular services, by whomsoever organised, which provide for the carriage of specified
categories of passengers, to the exclusion of other passengers, at specified intervals along specified routes, passengers
being taken up and set down at predetermined stopping points.

Special regular services shall include:

(a) the carriage of workers between home and work;

(b) carriage of school pupils and students to and from the educational institution.

The fact that a special service may be varied according to the needs of users shall not affect its classification as a regular
service.

Special regular services do not require authorisation if they are covered by a contract between the organiser and the
carrier.

The organisation of parallel or temporary services, serving the same public as existing regular services, requires
authorisation.

‘Occasional services’ means services which do not fall within the definition of regular services, including special regular
services, and whose main characteristic is that they carry groups constituted on the initiative of a customer or of the
carrier himself. The organisation of parallel or temporary services comparable to existing regular services and serving
the same public as the latter shall be subject to authorisation in accordance with the procedure laid down in Chapter III
of Regulation (EC) No 1073/2009. These services shall not cease to be occasional services solely on the grounds that
they are provided at certain intervals.

Occasional services do not require authorisation.
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ANNEX III

CORRELATION TABLE

Regulation (EEC) No 684/92 Regulation (EC) No 12/98 This Regulation

Article 1 Article 1

Article 2, point 1.1. Article 2(1) Article 2(2), Article 5(1)

Article 2, point 1.2. Article 2(2) Article 2(3), Article 5(2)

Article 2, point 1.3. Article 5(1), fifth subparagraph

Article 2, point 3.1. Article 2(3) Article 2(4), Article 5(3)

Article 2, point 3.3. Article 5(3)

Article 2, point 3.4. Article 5(3)

Article 2, point 4. Article 2(5), Article 5(5)

Article 3 Article 3

Article 3a Article 4

Article 4 Article 5

Article 5 Article 6

Article 6 Article 7

Article 7 Article 8

Article 8 Article 9

Article 9 Article 10

Article 10 Article 11

Article 11 Article 12

Article 12 Article 13

Article 13 Article 5(5)

Article 1 Article 14

Article 2(4)

Article 3 Article 15

Article 4 Article 16

Article 5 Article 4(3)

Article 6 Article 17

Article 7 Article 28(3)

Article 8 Article 26

Article 9

Article 14 Article 18

Article 15 Article 19

Article 11(1) Article 20

Article 16(1) Article 21(1)

Article 16(2) Article 21(2)

Article 16(3) Article 22(1)

Article 16(4) Article 23(1)

Article 16(5) Article 22(2)

Article 11(2) Article 23(2)

Article 11(3) Article 23(2)

Article 11(4)

Article 12 Article 22(5), Article 23
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Article 13

Article 16a Article 10 Article 26

Article 17

Article 18 Article 25

Article 19 Article 14 Article 27

Article 20

Article 21 Article 30

Article 22 Article 15 Article 31

Annex Annex II
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