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REGULATION (EU) No…. OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of dd Mm yyyy

laying down the general principles of animal health, animal health requirements for movements of animals and their products in the EU and in international trade and principles and measures for disease control 

(Animal Health Law)

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 43 (2), Article 114 (3) and Article 168 (4) (b) thereof,

Having regard to the proposal from the European Commission
,

Having regard to the opinion of the European Parliament
,

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

After consulting the Committee of the Regions
,

Whereas:

(1) The Animal Health Strategy for the EU (2007 – 2013), adopted by the Commission in its communication to the European Parliament and the Council
 provides for the adoption of a "single regulatory framework for animal health" with a greater focus on incentives than penalties, consistent with other EU policies and converging to international standards.

(2) The veterinary acquis communautaire covers more than 400 acts, ca. 60 of them being basic acts that lay down horizontal and vertical principles of the animal health which apply to intra-Community trade, imports, disease eradication, veterinary controls, notification of diseases and financial support. This legal framework is largely based on the measures related to agricultural policy, which was the first treaty legal basis for the animal health protection measures and remained for a long time the only one. At a later stage animal health policy became also single market and public health protection driven. 
(3) The aim of this regulation is to implement the commitments and visions provided for in the Animal Health Strategy, setting a legal basis for a common EU animal health policy and a single, simplified, transparent, flexible and clear regulatory framework for animal health, setting basic principles of animal health, providing health rules for animal movements, movements of animal products and products of animal origin, disease control measures, ensure conditions for early detection, disease notification and surveillance including the provisions for the services in the Member States. 
(4) As such, some of the current basic texts will need to be repealed while others will be amended and/or gradually replaced over the coming years, by separate legal acts that could supplement the new law in annexes or be adopted as independent quasi legislative acts.

(5) The general food law as laid down in Regulation (EC) No. 178/2002  is to ensure high level of protection of human health and the protection of consumers in relation to food and provides main principles in that area. 
(6) The main principles of the general food law, and the animal health law shall be of equal value, therefore for the sake of clarity the general principles, laid down in Regulation (EC) No. 178/2002 for food and feed need to be developed further to address consistently animal health concerns and those public health concerns that arise from diseases shared between animals and humans, but are not linked to transmission through the food chain.,  In addition this regulation should link animal health to welfare of animals and to existing food safety and hygiene rules for food and feed.

(7) This Regulation should cover farmed terrestrial and aquaculture animals, and those environments which may affect the health status of such animals. In general the provisions of this Regulation should apply to wild animals where the environmental situation may impinge on the health status of other animals or humans, or where necessary in order to fulfil the purpose of other EU legislation, such as Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats and of wild fauna and flora (1) or to protect species referred to in the list drawn up by the Convention on International Trade in Endangered Species of Wild Fauna and Flora (CITES). Moreover, this Regulation should not prejudice the adoption of more stringent rules on the introduction of non-native species. 

(8) Specific rules for placing on the market and diseases control measures have been laid down for aquaculture animals in Council Directive 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 diseases in aquatic animals
. These provisions have been adopted in recent period and are perceived as effective. As presented in the consultation phase for the creation of the Animal Health Law, these rules are not envisaged for bigger changes and should continue to apply in their present form. However, the general principles of the animal health law should be made applicable also to aquaculture animals. The majority of these principles are only included in Directive 2006/88/EC. In the interest of coherence and consistency of the EU animal health legislation the provisions of Directive 2006/88/EC should be integrated in this Regulation.
(9) Regulation (EC) No 882/2004
 lays down the legal framework for the performance of official controls on the live animals, products and substances for human consumption and should provide official veterinary controls for the purposes of this Regulation. Certain directives  falling within the scope of the animal health legislation, and in particular Directive 90/425/EEC, Directive 89/662/EEC, Directive 91/496/EEC and Directive 97/78/EC have introduced rules for harmonised veterinary checks EU wide for live animals, animal products and products of origin. Those measures are by their nature of official controls and should therefore not constitute a part of this regulation but should  introduced to the Regulation (EC) No. 8882/2004.A close and clear link between these two sets of legislation should therefore be constructed. 
(10) Animal welfare is considered to be strongly linked to animal health, but on the other side considered a separate set of measures, following the outcomes of Community Action Plan on the Protection and Welfare of Animals 2006-2010
, the report of the European Parliament, on the EU Animal Welfare Action Plan
 and results of the evaluation of EU Policy on Animal Welfare (EU PAW). Therefore it is appropriate that the Animal Health Law doesn't include specific provisions for animal welfare but provides grounds for taking care of health of animals, links closely to those measures for practical reasons to avoid duplicate measures and from holistic perspective of animals as sentient beings benefiting at the same time from good health status resulting in appropriate welfare conditions. 
(11) Regulation (EC) No 1069/2009 laying down health rules as regards animal by-products not intended for human consumption and repealing Regulation (EC) No. 1774/2002
 provides for public health and animal health rules specific for animal by-products originating from terrestrial and aquatic animals. Animal health rules for animal by-products are therefore provided for in that regulation and should therefore not be repeated in this regulation. However, as a matter of consistency of animal health rules for animals and all kinds of animal products a clear link shall be provided for to those rules, clarifying at the same time the application of the basic principles of this regulation to the animal by-products as long as their animal health provisions are concerned. 
(12) The Animal Health Strategy for the EU (2007 – 2013) introduces new concepts of shared responsibilities and roles of different actors in animal health and the concepts of preventive measures, which should replace retroactive disease control approaches. Furthermore, biosecurity is one of the key elements to prevent the introduction of animal health threats into the animal population. It is therefore appropriate to set a legal framework to define roles and responsibilities of different actors in relation to animal health and for the introduction of risk reduced behaviour and biosecurity system. 
(13) Stakeholders' consultation and impact assessment showed the need for introducing of higher level of knowledge on animal diseases for those that are dealing with animals. Though compulsory training was often mentioned as preferred option, a voluntary approach is chosen as the best option to balance the needs of the sector on one hand and the costs involved on the other hand.
(14) The EU has ratified the World Trade Organisation (WTO) Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement). The SPS Agreement refers to the standards of the World Organisation for Animal Health (OIE). General animal health standards, requirements for movement and placing on the market of terrestrial and aquaculture animals and products thereof within the EU and the corresponding rules on introduction should take into account the Terrestrial and Aquatic Animal Health Codes and the Manuals of Diagnostic Tests for Terrestrial and Aquatic Animals of the OIE

(15) Based on the animal health situation in the Member States and following the rules for international trade as agreed under the OIE standards, it should be ensured that the movements of animals and animal products do not hamper the animal health status in the EU. Basic rules should therefore be set for movements of animals within the EU and when animals and products are introduced to the EU territory.

(16) Live animals and their products intended for export outside the EU mostly comply with the animal health conditions requested by the importing country of destination. Only to a limited extent there exist harmonised animal health rules for export of animals and animal products. On the other hand, comprehensive requirements apply to the export of products of animal origin in Article 12 of Regulation (EC) No. 178/2002 and of animal by-products in Article 43 of Regulation (EC) No. 1069/2009. For the sake of legal coherency and in order to prevent the spread of diseases in the EU, it is appropriate to lay down basic provisions that apply to export of live animals and their products from the EU. 

(17) The EU has introduced a computerised system linking the EU veterinary authorities and the Commission, the so-called TRACES system. This system was developed from the old ANIMO system based on Article 20 of the Directive 90/425/EC for control movements of animals and their products within the EU. And the SHIFT system Council Decision 82/438/EEC on computerisation of veterinary import procedures (Shift project) for import and transit of animals, their products, products of animal origin , Both systems were integrated into the TRACES as established with the Commission Decision 2003/24/EC concerning the development of an integrated computerised veterinary system. It is appropriate to create a new legal basis to ensure continuity, further developments, and links with other computerised national and EU systems.
(18) All disease control measures have an economic impact on relevant sector. Inadequate controls may lead to a spread of pathogens, which may cause major losses and compromise the animal health status of animals. On the other hand, over-regulation could place unnecessary restrictions on free trade. One of the main strategic objectives of the Animal Health Strategy (2007-2013) is therefore a prioritisation of EU intervention. The Commission has in the framework of Pillar 1 of the Action Plan for the implementation of the Animal Health Strategy co-financed the OIE study on Listing and Categorisation of Priority Animal Diseases, including that Transmissible to Humans. The main objective of this exercise is to facilitate risk managers decision making on priorities and categorisation of all animal diseases and animal-related threats and providing them with reliable scientific grounds for such decisions. Consequently there is a need to lay down general principles for disease categorisation.
(19) There is a continuous development in knowledge with respect to hitherto unknown diseases in animals. These may also have adverse effects to human health. It may therefore be necessary to apply control measures in the case of such emerging disease at the EU or at a Member State level. Such measures should be swift and adapted to each individual case. They should not be maintained longer than necessary to achieve their goal.  For measures adopted by a Member State, as such emerging diseases may affect other Member States, all Member States and the Commission should be informed of the presence of an emerging disease and any control measures taken.
(20) The EU has well established system to control disease agents in live animals, including those caused by the zoonotic agents. This system should be kept in place. The principles of disease categorisation and prioritisation of the intervention should take into consideration of the zoonotic nature of the disease agent and the health risks that it might present for humans.  Furthermore, it as essential that the measures to combat and control zoonoses in animals and humans should be coordinated. Measures on monitoring of zoonoses are laid down in Directive 2003/99/EC and shall remain in force until new detailed provisions are not laid down in accordance with this Regulation. 

(21) In 2004, the World Organisation for Animal Health (OIE) introduced the concept of compartmentalisation in the chapter on zoning and regionalisation of its Terrestrial and Aquatic Animal Health Code
(the Code).
(22) The Terrestrial Code describes in Chapter 4.3 zoning and compartmentalisation as ‘procedures implemented by a country under the provisions of this chapter with a view to defining subpopulations of distinct health status within its territory for the purpose of disease control and/or international trade.’ Although spatial considerations and good management play important roles in the application of both concepts, zoning applies to an animal subpopulation defined primarily on a geographical basis (using natural, artificial or legal boundaries), whereas compartmentalisation applies to an animal subpopulation defined primarily by management and husbandry practices related to biosecurity. In that respect, this Regulation should also lay down rules introducing principles of zoning and compartmentalisation for terrestrial animals taking the Terrestrial Code into account in the interests of a consistent approach to combating the spread of animal diseases while considering the distinct health status of zones and approved compartments. 
(23) For aquaculture animals compartmentalisation was already introduced in the EU legislation by Directive 2006/88/EC and should be continued in the same form under this Regulation
(24) A new Animal Health Strategy for the European Union (2007 to 2013) where ‘Prevention is better than cure’ (the new animal health strategy) provides direction for the development of an animal health policy for the period from 2007 to 2013. The new animal health strategy aims to put greater focus on precautionary measures, disease surveillance, controls and research, in order to reduce the incidence of animal disease and minimise the impact of outbreaks when they do occur. 
(25) Biosecurity plays an important role in the new animal health strategy. In addition, compartmentalisation would encourage farmers in the EU to apply bio-security measures as compartmentalisation would facilitate safe trade and so present clear advantages for farmers while at the same time prevent animal diseases. In that respect, the new EU rules should provide for basic principles of diseases prevention, including biosecurity and control. 
(26) Vaccination is one of fundamental tools in a strategy to prevent, control and eradicate, where relevant emerging diseases and other diseases and should be considered as an element in a range of measures as a part of a complex strategy. When a range of measures concerning biosecurity, surveillance, eradication, restriction and containment zones are applied correctly, preventive vaccination is not considered as preliminary option to suppress diseases in the EU. Emergency vaccination for most of the relevant infectious diseases should be linked to the availability of effective diagnostic tools substantiating that vaccinated animals, or meat and other products obtained from vaccinated animals, are free from pathogens and can be traded safely. Emergency vaccination has to be understood as vaccinate-to-live, meaning that vaccinated animals are kept to the end of a normal production cycle, and that their meat and other products can be marketed
(27) Mal practice and inappropriate use of veterinary medicines may lead to serious animal and human health problems. Use of veterinary medicines is regulated EU wise in particular in Directive 2001/82/EC of the European Parliament and of the Council on the Community code relating to veterinary medicinal products
. A link to these rules have to be respected to protect animal health, shall be established in this regulation. Furthermore, veterinary medicines should be used in combination to an appropriate testing regime, which enables diagnosis of possible contagious diseases. It is important to mention that antimicrobial resistance has been recognised as a serious threat to public, but also to animal health and it is appropriate to set basic rules for prudent use of antimicrobial agents in animals, establish a link to the provisions of legislation on veterinary residues and provide for a legal framework for the introduction of surveillance measures in this area
(28) Surveillance is a key tool to preserve animal health by preventing the introduction of the animal health threats into the EU and enabling their eradication. The CVO conclusions
 emphasise the importance of surveillance being a key element of the animal health policy, giving priority to preventive approaches, early detection and quick response. Wide stakeholders' consultation, discussion with expert groups and the impact assessment confirmed the crucial role of surveillance in animal health. Resources are needed to put surveillance system in place and those relate to competent authorities, expert institutions, technical field staff, and private sector involved. All these elements shall constitute a solid framework, which enables quick response to health threats and should therefore be considered as a public good.

(29) Surveillance is a key element of disease control policy. It enables the sector and the competent authorities to prevent the spread of animal health threats in the EU by early detection and notification which in turn enables timely control and eradication when feasible. Clear objectives of such system should be established.
(30) In order to have an overview of the disease situation, to facilitate a rapid reaction in the case of a suspicion of disease and to protect holdings, compartments or zones having a high animal health standard, an animal health surveillance informed by risk assessment should be applied.
(31) For implementing surveillance tasks there should be appropriate structures in the Member States comprising of all those involved in the surveillance system as contributors and beneficiaries. It involves official structures, such as competent authorities, expert and scientific organisations such as laboratory network and animal keepers and operators having interest in benefiting from the system, contributing to it and implementing it. A legal framework for these shall therefore be set and put in line with the relevant provisions of the OIE Terrestrial and Aquatic animal health codes. 
(32) One of the two key elements identified by the CVOs conclusions is to generate reliable, transparent and accessible epidemiological data. Effective collection and management of surveillance data connected into an appropriate informatics system linking at the same time existing national and EU databases for animal health is to be introduced to support also movement procedures enabling as one of the objectives, facilitation of data exchange and providing grounds for electronic certification as one of the key elements of facilitating trade procedures being perceived by stakeholders and Member States competent authorities as too burdensome and costly, ensuring at the same time the health of animals.
(33) Past animal health crises have shown the benefits to the Commission of having properly adapted and rapid procedures for crisis management. These organisational procedures should make it possible to improve coordination of effort and to determine the most effective measures on the basis of the best scientific information. Risk management plan, setting operational procedures shall be set for a proper application of animal health emergency measures. 

(34) The presence of an entirely non-immune population of susceptible livestock for certain diseases in Member States requires permanent disease-awareness and preparedness. The need for detailed contingency plans has been proven once more during the 2001 foot-and-mouth disease epidemic. At present, all Member States have contingency plans approved by different decisions. Such contingency plans should be reviewed regularly, among other things, in the light of the results of real-time alert exercises carried out in the Member States, the experience of the 2001 epidemic and in order to include measures to protect the environment. Member States should be encouraged to organise and carry out such exercises in close cooperation and across borders. The Commission should be encouraged, in cooperation with the Member States, to make provision for the setting-up of technical assistance which could be made available to Member States affected by an epidemic. 
(35) It should also be made possible for the EU and the Member States to establish reserves of vaccines against certain diseases that represent a serious threat for animal or public health and are to be used in animals in the case of an emergency.

(36) Based on the provisions of Directives 90/425/EEC, 89/662/EEC, 91/496/EEC and 97/78/EC a number of safeguard decisions have been adopted to protect animal and human health in the EU covering both intra-EU trade and imports. Their majority is related to the outbreaks of infectious animal diseases (avian influenza, foot-and mouth disease, classical and African swine fever etc.) either in Member States or in third countries. The majority contains restrictions related to live animals and products of animal origin and even products such as hay and straw which are of non-animal origin. A few of them are related only to products and even those are not necessarily restricted to food and feed but can cover products other than food and feed (e.g. semen, feathers). Therefore, a legal basis shall be set for safeguard measures focussed to live animals or most commonly measures targeted towards all three categories (animals, food and feed and other animal products). 
(37) In addition, as a part of an overall biosecurity system and particular as a matter of responding to different health threats, especially emerging or exotic diseases the legislation should provide for an option of a quarantine setting at the same time some basic harmonised standards. 
(38) It is appropriate to introduce at EU level a system of approval (authorisation) of animal keepers, operators. As regards aquaculture, the authorisation requirements which are laid down in Directive 2006/88/EC should remain un-amended and included in the legal framework. . Such authorisation would enable the competent authorities to establish a complete overview of the farm and aquaculture industry, which would assist in the prevention, control and eradication of animal diseases and movement traceability. Furthermore, authorisation (approval) allows the laying down of specific requirements that should be fulfilled by the business operators in order to operate. Such authorisation (approval) should, where possible, be combined with or included in an authorisation regime which the Member States may already have established for animal health or other purposes, for example under environmental legislation or subsidies. Exemptions for certain types or categories of small holdings have to be provided for. 
(39) With the objective to ensure effective disease control and traceability the EU legislation already provides for the obligation for certain animals to be identified and their movements registered. Such provisions exist in Regulation (EC) 1760/2000 for bovine animals, Regulation (EC) No. 21/2004 for sheep and goats, Directive 2008/71/EC for pigs, Regulation (EC) No. 504/2008 for equidae. Furthermore, identification and registration provisions in relation to animal health apply to a certain extent also to some other categories of animals such as those referred to in Regulation (EC) No. 998/2003 for pet animals and Regulation (EC) No. 1739/2005 for circus animals. It is appropriate to lay down general identification rules for all those animals and circumstances when animal identification and registration may be needed in order to protect animal or human health in the EU. Specific species related provisions shall remain in place.
(40) Directives 90/425/EEC and 89/662/EEC provide for a legal basis governing animal health rules and veterinary checks for live animals and products moved in the so-called Intra-Community trade regime. This system keeps to a certain extent the international trade rules for the movements within the EU. The legislation allows Member States to develop own animal health concepts and movement rules in their territories and does not interfere with them, unless there is a financial contribution from the EU for programmes or and especially when it comes to the movement of animals and/or products between the Member States. This system has been perceived as too prescriptive and outdated, does not correspond to a single market approach but at the same time it was repeatedly indicated that it has been proven to be very successful and relatively safe. Conditions shall be established to move from this concept towards the placing on the market for those movements and those commodities that don't represent health risks for animal and/or human health.
(41) Animal health legislation provides for animal health requirements for a wide range of live animals and their products. These specific rules need to be kept and adjusted to the international standards, where relevant. Possibility for exemptions and unexpected circumstances shall be provided for. 
(42) Live animals and products imported from third countries must not present an animal health hazard for the EU animals. It is necessary to rationalise and update the animal health provisions organisation of new standards, together with their implications in the framework of the World Trade Organisation (WTO) and its Agreement on the Application of Sanitary and Phytosanitary Measures.
(43) To that end, procedures should be introduced to prevent the introduction of animal diseases. Such procedures include a regular evaluation of the animal health situation in the third countries concerned.

(44) Procedures must also be introduced for establishing general or specific rules or criteria to be applied to imports of products of live animals, their products and products of animal origin.
(45) In the interests of the protection of animal health and consistency of EU legislation veterinary checks on live animals, animal products and products of animal origin imported into the EU from third countries must be carried out in accordance with Council Directive 91/496/EEC
, Council Directive 97/78/EC
 and Regulation (EC) no. 882/2004. 
(46) The prevalence of animal diseases is not the same throughout the EU and an animal health surveillance scheme informed by risk assessment should be applied in order to monitor this status. 
(47) Several Directives including 64/432/EEC, 91/68/EEC… and 2006/88/EC some others provide for surveillance and eradication programmes for certain diseases in order to either achieve or confirm disease free status of that disease in a territory of that Member State, and when dealing with parts of the territory concerned, to the concept of zones or compartments disease free. Provisions for such programmes should be provided also in the future. It is therefore appropriate to lay down conditions for drawing up, approval and the contents of such programmes. In order to advance the animal health status of the EU, it is appropriate that epidemiologically based programmes to control and eradicate certain diseases are submitted by Member States for recognition at EU level.
(48) In order to maintain and improve the general animal health status in the EU, Member States, zones or compartments declared free of one or more of the diseases listed, should be protected against the introduction of such disease from other parts of the territory, which are not free of that disease.
(49) In the event of an outbreak of one of the diseases considered to represent a high risk for animal health status in the EU it is necessary to establish control measures at Union level to eradicate those diseases in order that the development of the relevant sectors is ensured and that the health of animals and humans in the EU is protected. In addition it is appropriate to set certain harmonised measures also in case of suspicion of such diseases to prevent further spread, health risks or damage for the sector and other parts of the rural and coastal economy and also requiring substantial financial resources to compensate farmers and the application of control measures.

(50) Special provisions should also be established for control and eradication of certain diseases affecting   wild animals.

(51) For diseases not subject to the EU measures, but which are of local importance, the sector should, with the assistance of the competent authorities of the Member States, take more responsibility for preventing the introduction of or controlling such diseases through self regulation and the development of 'codes of practice'. However, it may be necessary for the Member States to implement certain national measures. Such national measures should be justified, necessary and proportionate to the goals to be achieved. Furthermore, they should not affect the trade between the Member States unless this is necessary in order to prevent the introduction of or to control the disease. Measures affecting trade between Member States should be approved and regularly reviewed at the EU level. 
(52) Directive 2003/85/EC provides for control measures for foot-and-mouth disease, Directive 2001/89/EC provides for control measures for classical swine fever, Directive 2002/60/EC provides for control measures for African swine fever, Directive 92/35/EEC provides for control measures for African horse sickness, Directive 2005/94/EC provides for control measures for avian influenza, Directive 92/66/EEC provides for control measures for Newcastle disease, Directive 200/75/EC provides for control measures for bluetongue and Directive 92/119/EEC for swine vesicular disease and other exotic diseases. Directive 2006/88/EC provides for control measures for aquatic diseases. These control provisions are to be included in the new legal regime and more detailed provisions will be laid down for those under this regulation. However, in transitional period and pending the establishment of such measures under this Regulation the mentioned directives, except in the case of Directive 2006/88/EC should remain in place
(53) ... 
HAS ADOPTED THIS REGULATION:

TITLE I
GENERAL PRINCIPLES

CHAPTER I

Subject, matter scope, definitions, general principles, general obligation, international principles
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Section 1

Subject- matter, scope and definitions
Article 1

Subject-matter

This Regulation lays down:
(a) general principles of the animal health law and the animal health measures; including critical relationship between animal health on one side and animal welfare, public health and animal nutrition on the other side;
(b) responsibilities of animal keepers and citizens for the health of animals;

(c) roles and obligations of animal owners, keepers and business operators in keeping, production and moving of animals and their products (users?); 

(d) general principles applicable to animal diseases, zoonoses and other risks relevant for animal health, their categorisation and principles of the EU intervention;
(e) general principles for surveillance  for animal diseases including zoonoses; 
(f) roles and responsibilities of competent authorities in surveillance; effective early detection / early warning and surveillance system;
(g) general rules for disease preparedness and effective response to disease outbreaks in the EU;  
(h) measures to prevent the introduction, spread of diseases and to control diseases, including emergency measures;

(i) animal health rules for movements, introduction into the Union, export and control measures for  animals; and
(j) specific rules for prevention, surveillance, monitoring, control and eradication of certain  animal diseases.
Article 2
Scope

1. This Regulation shall apply to the: 

(a) Raising (or rearing?) and keeping of animals in agricultural and aquacultural production whether for human consumption or not, animals kept in non-agricultural and non-aquaculture production such as pet, hobby and zoo animals. , 
(b) movement including commercial and non-commercial movements and transport in live terrestrial and aquaculture animals, animal products and products of animal origin,
(c) wild animals, or animals not being kept or bred, when there is a link to the health of farmed animals, companion animals and other animals covered by this Title, humans and environment against spread of animal diseases,
(d) production, distribution and trade in products of animal origin, animal products and animal by-products including their treatment or processing in order to protect animal health and public health;
(e) introduction of live animals, animal products and products of animal origin and animal by-products into the territories of the Union, and export from the EU, where they constitute a risk to animal or public health, including non-commercial movements of pet animals or other animals.
2. This Regulation shall not apply to:

(a) ornamental aquatic animals reared in non-commercial aquaria;

(b) wild aquatic animals harvested or caught for direct entry into the food chain;

(c) aquatic animals caught for the purpose of production of fishmeal, fish feed, fish oil and similar products [or: aquatic animals caught for the production of fishmeal and fish oil for human consumption)]
(d) the collection, identification, transport, handling, treatment, transformation, processing, storage, placing on the market, including the importation, transit, export, distribution, use and disposal of animal by-products and derived products, as defined in Article 3 point 1 and 2 of Regulation (EC) No. 1069/2009, respectively.
3. This Regulation shall apply without prejudice to: 
(a) EU legislation on veterinary medicinal products, and in particular Directive 2001/82/EC;

(b) hygiene and public health rules for food of animal origin laid down in Regulation (EC) No. 178/2002, Regulation (EC) No. 852/2004, Regulation (EC) No. 853/2004 and Regulation (EC) No. 854/2004;
(c) Council Decision 2009/470/EC on expenditure in the veterinary field;
(d) provisions on the conservation of species or the introduction of non-native species
(e) the notification rules on human diseases as referred to in Decision No 2119/98/EC of the European Parliament and of the Council of 24 September 1998 setting up a network for the epidemiological surveillance and control of communicable diseases in the Community


Article 3

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

1. [See attached table of definitions]
2. For the purposes of this Regulation the following definitions shall also apply:
(a) The technical definitions laid down in 
[Legal basis for adoption of detailed rules by means of delegated/implementing acts]

(b) as appropriate the definitions laid down respectively in: 

i. Articles 2 and 3 of Regulation (EC) No. 178/2002 

ii. Article 2 of Regulation (EC) No. 852/2004 

iii. Article 2 of Regulation (EC) No. 853/2004 
iv. Article 2 of Regulation (EC) No. 882/2004. 
Section 2
General objectives and principles of the animal health law
Article 4
Objectives 
1. The objective of this Regulation is to protect animal and human health from the threats caused by diseases agents affecting animals (animal diseases) or transmitted by animals and at the same time: 

a. consider well being of animals; 

b. ensure sustainable agricultural and aquacultural production and food security;

c. create conditions for free circulation of animals and products in the EU single market, without unjustified trade barriers 

d. minimise environmental impacts and protect  biodiversity of species. 

2. Preventive tools and good farming practices shall be used to achieve the objectives as referred to in paragraph 1.

3. Measures taken to ensure that the objectives as laid down in paragraph 1 are achieved shall be based on the sound scientific data and shall be consistent with the rules laid down to protect animal welfare and ensure food and feed safety.

Article 5

Risk analysis 
1. In order to achieve the general objective of a high level of protection of animal and human health and relation to animal welfare standard the animal health law shall be based on risk analysis except where this is not appropriate to the circumstances or the nature of the measure.

2. Risk assessment shall be based on the available scientific evidence and undertaken in an independent, objective and transparent manner.

3. The scientific advice, scientific and technical support for the EU legislation and policies in all fields which have a direct or indirect impact on animal health and animal welfare shall be provided by:

(a) The European Food Safety Authority according to Article 22 (5)(b) of the Regulation (EC) No. 178/2002;
(b) The experts from established network of EU Reference Laboratories for specific diseases, listed in accordance with Article 17(5)(e);
(c) Member States' experts having expertise in the relevant field
(d) OIE Scientific commissions and bodies. 

4. Risk management shall take into account the results of risk assessment, other factors legitimate to the matter under consideration and the precautionary principle where the conditions laid down in Article 6 (1) are relevant, in order to achieve the general objectives of the animal health law.

Article 6

Precautionary principle

1. In specific circumstances where, following an assessment of available information, the possibility of harmful effects on animal or human health, animal welfare or environment is identified but significant scientific uncertainty persists, provisional risk management measures necessary to ensure the high level of health protection chosen in the EU may be adopted, pending further scientific information for a more comprehensive risk assessment.
2. Measures adopted on the basis of paragraph 1 shall be proportionate and no more restrictive of trade than is required to achieve the high level of health protection chosen in the EU, regard being had to technical and economic feasibility and other factors regarded as legitimate in the matter under consideration. The measures shall be reviewed within a reasonable period of time, depending on the nature of the risk to life or health identified and the type of scientific information needed to clarify the scientific uncertainty and to conduct a more comprehensive risk assessment.
Article 7
Principles of transparency – public consultation, public information

1. There shall be open and transparent public consultation, directly or through representative bodies, during the preparation, evaluation and revision of animal health law and its subsequent rules, except where the urgency of the matter does not allow it.
2. Without prejudice to the applicable provisions of the EU and national law on access to documents, where there are reasonable grounds to suspect that animals, their products,  food or feed may present a risk for animal or human health or welfare of the animals, then, depending on the nature, seriousness and extent of that risk, public authorities shall take appropriate steps to inform the general public of the nature of the risk to health, identifying to the fullest extent possible the commodities in question, or type of the commodities, the risk that it may present, and the measures which are taken or about to be taken to prevent, reduce or eliminate that risk.
Article 8
International standards 

1. Without prejudice to their rights and obligations, the EU and the Member States shall: 
(a) contribute to the development of international technical standards for animal health, sanitary standards and animal welfare; 
(b) promote the coordination of work on animal health and welfare standards undertaken by international governmental and non-governmental organisations; 
(c) contribute, where relevant and appropriate, to the development of agreements on recognition of the equivalence of specific animal heath and  welfare measures; 
(d) give particular attention to the special development, financial and trade needs of developing countries, with a view to ensuring that international standards do not create unnecessary obstacles for trade; 
(e) promote consistency between international technical standards and the conditions laid down in accordance with animal health law, while ensuring that the high level of protection adopted in the EU is not reduced. 
(f) speak in a coordinated and single voice at international level. 
CHAPTER II 

General responsibilities for keeping, moving and trading 
Section 1 

General responsibilities for animal keeping and production
Article 9
Responsibilities for animal health 

1. Every person keeping /owing animals is responsible for the health of the animals under his/her responsibility.

2. Every person keeping animals shall protect its animals and humans against transmissible diseases.
3. For that purpose:

(a) Natural and legal persons shall render possible the veterinary checks and controls and the sampling of materials required for testing and other prescribed measures, and provide appropriate assistance.
(b) Natural and legal persons shall immediately notify respective competent authority in case they identify a threat to animal health or as a consequence thereof to human health, present within the required deadline the data on the state of health of the animals, on the safety of animal products, and enable the verification of the data presented.
(c) Natural and legal persons shall notify the dispatch and/or arrival of consignments in accordance with this regulation and its subsequent rules. 
4. Natural and legal persons and every person keeping animals shall ensure that their animals are identified in accordance with this Regulation and its subsequent rules and that the traceability of these animals and their products is ensured at all stages of their keeping, production and distribution. 
5. Natural and legal persons and every person keeping animals shall keep records in accordance with this regulation and its subsequent rules.

6. Natural and legal persons and every person keeping animals shall carry out measures provided for in this regulation and its subsequent rules. 
Article 10
 Risk reducing behaviour and biosecurity 
1. Animal keepers, owners and operators shall take every possible measure to prevent the introduction and spreading of diseases while taking into consideration animal welfare. 
2. For this purpose they shall introduce one or more of the following preventive measures according to the risks involved:
(a) management measures to reduce risks due to direct and indirect contacts with possibly infected animals, vectors, equipment, other objects, means of transport or persons, such as: 
i. procedures for entering / exiting the holding for persons, vehicles, animals;

ii. rules for movement within the different parts of the holding based on the risks involved;

iii. rules and procedures for using the equipment;

iv. quarantine, isolation or separation of  new animals; 
v. conditions for accepting the animals on holdings/farms including standstill;
vi. isolation of sick animals; 
vii. in the case of aquatic animals, measures on  the water supply and discharge;
(b) measures on  physical protection and hygiene barriers: 
i. closing, fencing, covering animals; 
ii. cleaning and disinfection, desinsection and pest control;
iii. in the case of aquatic animals, natural or artificial barriers from surrounding water courses that prevent aquatic animals to enter or leave the farm, including measures against  flooding or infiltration of water from surrounding water courses.
(c) other necessary measures depending on the specificity of the holding/farm in question.
3. Biosecurity measures as referred into paragraph (2) shall constitute a part of overall biosecurty system to prevent introduction and spread of diseases at holding/farm, local, regional, Member States' and the EU level, including the measures of the EU border biosecurity, as referred to in Regulation… ... 
4. Animal keepers, owners and operators may develop, for each holding taking into the consideration its specificities, the risks involved and the health status of the zone, a biosecurity plan reflecting the measures laid down in paragraph (2). This plan shall constitute a part of the quality assurance scheme if the holding has decided to apply for it.
5. Biosecurity plan shall also display from the side of the operator awareness of compliance with existing legal obligations in accordance with Article 11 and involvement of veterinary or animal health services in this system.
6.  [Legal basis for adoption of detailed rules by means of delegated/implementing acts for the uniform application of this article adopt detailed rules concerning the biosecurity measures and requirements of quality assurance schemes on holdings ,etc.] 
7. Guides for good practices for the preparation of biosecurity plans may be developed in accordance with procedure laid down in……. 

Article 11
Basic knowledge in animal health 
1. Persons keeping animals should [shall] acquire basic knowledge on animal health, its relation to animal welfare, animal diseases and zoonoses, surveillance and biosecurity systems, as appropriate. This knowledge may be provided through formal education system, specially organised training sessions, or as training at work.
2. Business operators shall ensure that training is provided to staff being in charge of animals on the care, health and welfare of animals.
3. The provisions of paragraph 1 shall be applied by keepers and business operators for holdings, which enter either quality assurance schemes including animal health surveillance as referred to in Articles 10(4) and 46 (4) of this regulation. 
4. When the training is a part of biosecurity system in the holding, it shall constitute a part of the biosecurity plan.
5. Member States shall arrange for appropriate conditions to perform training.
6. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for training obligations, training as a part of the biosecurity and surveillance plan] 
Section 2 

General responsibilities for Moving, placing on the market, trade introduction and export
Article 12
Movements

1. Animals, animal products, products of animal origin, can be moved only in accordance with this regulation and its subsequent rules. 
2. When animals or animal  products are moved the rules apply for:
(a) Movements within a territory of a Member State
(b) Movements between Member States including placing on the market for aquaculture
(c) Introduction into the Union
(d) Export 

Article 13
National movements and movements between Member States

1. For the EU and national movements of animals the keepers and operators need to: 
(a) assume responsibilities in accordance with previous Section, 
(b) be registered or authorised in accordance with the provisions laid down in Title II for terrestrial and III for aquatic animals, 
(c) follow traceability rules on and fulfil animal health requirements for movements laid down in  this regulation and subsequent rules.

2. Animals and animal products can only be moved in the territory of the EU or placed on the market if: 

(a) the basic animal health requirements of this regulation are met and

(b)  if such movements or placing on the market do not jeopardise the health status of animals at the place of destination and transit, if relevant with regard to the diseases listed in this regulation. 
3. Products of animal origin can only be moved in the territory of the EU or placed on the market if they fulfil the relevant animal health provisions of this regulation and its subsequent rules. 
Article 14
Introduction to the Union territory
Animals, animal products and products of animal origin shall be introduced to the Union territory in accordance with: 

(a) the relevant requirements of this Regulation and the subsequent rules thereof for the particular animal species or product, which are at least as stringent as those applicable to the  raising and movement of such animal, product or derived products in the EU; or
(b) Conditions recognised to be at least equivalent to the animal health requirements for animals, animal products and products of animal origin under EU legislation.
Article 15
Export

1. Where animals and products intended for export to a third country through the territory of another Member State, comply with the EU rules, the transport operation must — except in cases of urgent need duly authorized by the competent authority in order to ensure the health or welfare of the animals — remain under customs supervision up to the point of exit from the territory of the EU.  
2. In the cases of animals and products intended for export and not following the EU movement rules, or animals and products for which the rules are not set at the EU level, transport over a territory of another Member State or more Member States may take place only if it has been expressly authorized by the competent authority of that or those Member States.
3. In addition to the provisions of paragraphs 1 and 2, the animals and products which are not to be moved in the EU because of the participation in a national programme for disease eradication shall also not be dispatched to the territory of a third country.
4. Where the provisions of a bilateral agreement concluded between the EU or one of the Member States and a third country are applicable, animals, their products and products of animal origin exported from the EU or that Member State to that third country shall comply with the said provisions.
5. [Possible legal basis for adoption of detailed rules by means of delegated/implementing acts for export, re-export and conditions for movements of animals and products intended for export] 
Article 16

TRACES

1. The Commission shall manage the integrated computerised veterinary system for the computerisation of the veterinary procedures for movements within the EU, placing on the market and introduction into the EU of animals, animal products, products of animal origin and animal by-products.  

2. For the movements within the EU TRACES  shall:

(a) link competent authorities at the origin  and the competent authorities at the place of destination of a consignment;

(b) provide information on animals and consignments being moved in the EU to the competent authorities concerned;
(c) provide health and traceability information, including veterinary certificates, where appropriate to the competent authorities concerned; and
(d) Enable exchange of other relevant information between those competent authorities in harmonised format including electronic format, when available.
3. In case of introduction into the EU TRACES shall:

(a) link the competent authorities at the origin of consignment including border inspection posts and the competent authorities at the place of destination of a consignment;
(b) ;provide information on animals and consignments being moved in the EU to the competent authorities concerned;
(c)  provide health and traceability information, including veterinary certificates, where appropriate to the competent authorities concerned; and; 
(d) Enable exchange of other relevant information between those competent authorities in harmonised format including electronic format, when available.

4. TRACES may, where relevant, provide links and information as specified under paragraphs 2 and 3 also to the laboratories and economic operators. 

5. The competent authorities shall introduce all relevant movement information into the system and shall validate the information within the deadline set in accordance with paragraph 11, but at the latest before the departure of the consignment. 
6. Member States may decide to use TRACES to trace movements taking place entirely within their territory. 
7. Member States shall use TRACES for notification of consignments of animals, animal products, products of animal origin and animal by-products intended for export, if such operation involves transit over a territory of another Member State. 
8. Member States may decide to use TRACES also for exported consignments not involving transiting of other Member States
9. Commission may grant and provide access to TRACES to the competent authorities from non-EU countries to enable them in an advance notification to the EU competent authorities of the importing consignments and when relevant the introduction import veterinary certificates. 
10. TRACES system shall be set in a way to respect standards for data exchange, data protection, security and confidentiality in accordance with the relevant EU legislation in particular in accordance with the Regulation (EC) No. 45/2001 on the protection of individuals with regard to the processing of personal data by the Community institutions and bodies and on the free movement of such data
.
11. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for the computerisation as referred to in this Article, including in particular the following elements]:

(a) Detailed rules, conditions, rights and obligations of operators and laboratories in relation to be linked into the TRACES in accordance with paragraph 4;

(b) Requested movement information and deadlines for notification and validation of the data before departure of the consignments in relation to the type of movement and type of a consignment in question;

(c)  Data needs, appropriate standards for the exchange of data and rules for the security of data exchanged as specified in paragraph 10.  
12. The procedures for the EU financial contribution for the system shall be provided for in accordance with the legislation governing the expenditure in the veterinary field. 
CHAPTER III
Animal diseases and other risks
Section 1

transmissible diseases
Article 17
Categorisation and prioritisation

1. The EU measures to prevent and control animal diseases shall be based on their categorisation and the prioritisation of the intervention and shall be proportionate and adequate to health risks posed by the disease in question.

2. Priority of intervention for animal diseases which are subject to this Regulation and for which preventive and other measures are laid down shall, in the light of the type of disease and measures required for their prevention and eradication, be determined using the criteria for disease categorisation. This should take into account the level of importance of diseases and the level of their impacts to health, society and environment, to which different set of measures and disease control apply at the EU, national, regional level or at the level of the sectors involved.
3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for criteria as referred to in Paragraph 2 for disease categorisation]. 

4. Based on the criteria referred to in paragraph (2) lists of diseases, and where relevant a list of the [susceptible] species to which the measures apply, shall be established by means of …..acts for the purposes of: 

(a) Notification and reporting obligation
(b) Surveillance  of diseases in order to protect animal and public health
(c) EU financial contribution for programmes for the eradication, control and monitoring of animal diseases and zoonoses
(d) Trade and placing on the market rules and rules for introduction into the Union
(e) Establishment of national and the EU reference laboratories

(f) Control measures to be taken in case of  an outbreak

(g) control of zoonoses in animals 
5. Member States may in their national territory take measures against other diseases, which are not listed in accordance with paragraph 5 taking into account the provisions of Title II-IV of this Regulation.

6. Pending the adoption of the lists referred to in paragraph 5, the list of aquatic animal diseases laid down in Part II of Annex IV to Directive 2006/88/EC shall continue to apply.
Article 18
Emerging and exotic diseases

1. The EU and the Member States shall ensure that appropriate measures are taken to prevent and respond to possible introduction or outbreaks of emerging or exotic diseases, where the disease in question has the potential to jeopardise animal or human health and those diseases have not been listed in accordance with Article 17. 
2. Member States shall take appropriate measures to control an emerging disease situation and prevent that disease from spreading, where the emerging disease in question has the potential to jeopardise the animal or human health.

3. In the case of an emerging disease situation, the Member State concerned shall inform the Commission and the other Member States, without any delay, or the findings that are of epidemiological significance to any other Member State.
4. The matter shall be brought to the attention of the Committee referred to in Article within four weeks after the information provided in accordance with paragraph 2, …(..). 

5. In case of suspected introductions or outbreaks as referred to in paragraph 1, the Commission may take measures in accordance with Articles 41 or 43.

6. The Commission can take necessary [temporary] implementing measures to control and prevent the further spread of an emerging disease situation in the EU. Such measures may include:
(a) obligation to investigate any suspicion of the detection of this emerging disease situation;

(b) notification obligation of any occurrence of the emerging disease situation;

(c) containment measures;

(d) specific movement restrictions;

(e) establishment of surveillance programmes (obligatory or voluntary);

(f) any other measures, such as killing of animals…??

7. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for amendment of the list of diseases to include the emerging or exotic disease in question or a new susceptible host species to a disease already listed in accordance with that Article.]
Article 19 

Zoonoses in animals
1. Prevention and control of diseases caused by agents shall follow the rules laid down in this regulation.
2. Categorisation and the prioritisation of the intervention for shall follow the rules laid down in Article 17 (3) and (4). 
3. Approach to the strategy for prevention, monitoring, surveillance control and eradication of and risk communication to citizens shall be based on close cooperation between competent authorities responsible for different sectors, particularly those in charge of animal health, feed, food hygiene and public health, entrusted with the tasks of control of communicable diseases.
Article 20
Zoning and compartmentalisation

1. Member States may establish a zone or a compartment within their territory, for which they claim a distinct animal health status for defined subpopulation of susceptible animals for the purposes of the exchange and movements of animals and their products within the EU, for introduction into the Union and export. 
2. The competent authority shall clearly define the subpopulation in question and the surveillance to be performed in accordance wit the rules laid down in this regulation and its subsequent legislation. 
3. The conditions, requirements and the procedures used to establish and maintain the distinct animal health status of a zone or compartment shall be appropriate to particular circumstances, and depend on the epidemiology of the disease, environmental factors and applicable surveillance and biosecurity measures laid down in Title II for terrestrial and Title III for aquaculture animals respectively. 
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for the principles, conditions, requirements and procedures for defining a zone or compartment and for establishing a zone]
Article 21
Disease prevention, control and eradication
1. Member States shall introduce measures to prevent diseases, which may include biosecurity, surveillance, monitoring and vaccination.
2. Member States shall introduce measures to control or eradicate diseases, when they occur in accordance with the provisions of Chapter V, Title II and Chapter…, Title III. 
3. Member States may, when necessary for the protection of animal or public health, establish additional measures, such as quarantines, isolation and standstill after the introduction of the new animals into the herd/farm/holding in accordance with Article……..

Article 22
Vaccination policy

1. Member States shall consider vaccination as one of the important possible preventive measures in order to fight against animal diseases. 

2. Vaccination against exotic diseases in the EU can be applied only when such vaccination is approved in accordance with special disease provisions Section 9 of Title II for terrestrial and title III for aquaculture animals, or in accordance with Article 36.
3. Vaccine used shall be authorised in accordance with the Directive 2001/82/EC and Regulation (EC) No. 726/2004. 
4. Special rules may apply for the use of vaccines for scientific studies or for the purpose of developing and testing vaccines under controlled conditions. These rules may be adopted in accordance with the procedure laid down in Article…

5. During such studies, Member States shall ensure that the appropriate measures are taken to protect other animals from any adverse effect of the vaccination carried out within the framework of the studies.

Section 2 

Other risks associated to animal health
Article 23
Proper use of veterinary medicines 
1. Veterinary medicines must be used in accordance with the provisions of legislation governing veterinary medicinal products and in particular Directive 2001/82/EC
 and available scientific knowledge, take into account the legislation governing the prohibition of use certain substances for farmed animals and legislation on residue controls.

2. Animals should be treated in a way that the treatment doesn't interfere with the detection of diseases listed in Article 17 (5) (…) or surveillance results. When an infectious disease is suspected, the samples have to be taken before treatment of animals. 

Article 24
Special use of vaccines and movement of animals after treatment
1. Member States may provisionally allow the use of immunological veterinary medicinal products without a marketing authorisation and use the derogation for vaccination of introduced or exported animals, following the conditions and procedure as referred to in Article 8 of the Directive 2001/82/EC. 
2. Animals treated in accordance with the provisions of Articles 4 (1) and 8 (2) of Directive 2001/82/EC …..
3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts..... ?]
Article 25
Prudent use of Antimicrobial Agents 

1. The Member States shall ensure responsible and prudent use of antimicrobial agents in veterinary medicine, in order to protect animal, human health and environment.

2. Antimicrobial agents in animals shall be used in line with the provisions of Article 23. 

3. Surveillance principles as defined in Section 1 of Chapter IV of this Title may be used for surveillance of antimicrobial agents and antimicrobial resistance of organisms.

4. Veterinary services as referred to in Article 32 shall draw up guidelines for effective implementation of the previous paragraph in line with the recommendations of the OIE Terrestrial and Aquatic Animal Health Code.

CHAPTER IV
Surveillance and surveillance network

Section 1 
Surveillance

Article 26
Surveillance (purpose, objectives, outcomes)
1. The Member States' competent authorities, shall establish surveillance systems with one or more objectives to:

(a) detect presence of diseases including emerging and exotic diseases,  
(b) to monitor their trends, 
(c) to control and eradicate endemic diseases, 
(d) to substantiate  freedom from disease, 
(e) to provide data to support the risk analysis process, for both animal health and/or public health purposes, and 
(f) to substantiate the rationale for sanitary measures and

(g) any other reason (?) .
2. Structure and design of surveillance aimed at achieving the objectives as indicated under paragraph (1) (a-d) shall be adapted to fit to the objectives to be achieved and when possible be based on scientific evidence.  Specific provisions are laid down in Chapter V of Title II for terrestrial and in Chapter .. of Title  III  for aquatic animals.
3. Surveillance systems as referred to in paragraph (2) shall be cost efficient, resources as referred to in Section 2 of this Chapter and structure in place used when possible for several diseases threats or risks for animal and public health. 

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts The Commission shall lay down detailed rules for the uniform application of this Article concerning the structure and design of surveillance system in accordance with the regulatory procedure referred to in Article…] 
Article 27 

Surveillance programmes

1. The Member States competent authorities or relevant sector shall for one or more objectives of previous Article develop surveillance programmes.

2. Surveillance programmes referred to in previous paragraph shall comply with the relevant rules laid down under Titles II for terrestrial and III for aquatic animals or guidelines to be drawn up by the Commission in accordance with the procedure referred to in Article…………., where appropriate.

3. These programmes may also be developed by the sector at stake, depending on the disease in question based on its categorisation as referred to in Article 17 (3) and (4) and taking into consideration surveillance principles as laid down in this regulation and its subsequent rules.

Article 28
Early detection system

1. Member States shall establish and maintain a system for the early detection and identification of an incursion or emergence of diseases/infections in a country, zone or compartment. An early detection system shall be under the control of the veterinary services as referred to in Article 32 and shall include the following characteristics: 

(a) adequate coverage of target animal populations by field services;
(b) ability to undertake effective disease investigation and reporting;
(c) access to laboratories capable of diagnosing and differentiating relevant diseases;
(d) a training programme for veterinarians, veterinary paraprofessionals, aquatic animal health services and others involved in handling animals for detecting and reporting of disease outbreaks;
(e) the legal obligation of private veterinarians and aquatic animal health services to report to the Competent Authority; 

(f) the legal obligation of  natural and physical persons, to report to the veterinary services any indication of abnormalities as laid down in Article 30;
(g) a chain command covering the whole territory of the Member State.
2. The system referred to in paragraph 1 shall actively involve Competent Authorities, veterinary services, laboratory experts, animal keepers, owners and other persons related directly or indirectly to breeding, keeping, trade in and handling of animals, their products.  

Article 29
EU Notification
1. Each Member State shall notify directly to both the Commission and the other Member States: 
(a) as regards terrestrial animals:

i. primary outbreak of any of the diseases listed in accordance with Article 17 (5)(a), which is confirmed in its territory; 
ii. after the eradication of the last outbreak - removal of restrictions from its territory in relation to the outbreak of any of the diseases listed in accordance with Article 17 (5)(a).
iii. secondary outbreaks of any of the diseases listed in accordance with Article 17 (5)(a) which are confirmed in its territory.

(b) as regards aquatic animals

i. confirmation of exotic diseases listed in accordance with Article 17(5) ( )

ii. confirmation of non-exotic diseases listed in accordance with Article 17 (5) ( ) where the Member State, zone or compartment is declared free of that disease.

2. Notification shall be done by a web-based application. 

3. Commission shall establish a web-based application and the database for the notification and exchange of information on animal diseases and zoonoses – Animal Disease Information System (further referred as: ADIS). 
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for notification rules for outbreaks and restrictions as referred in paragraph (1)(a)(b) and (c) and provisions for establishing the web-based application in accordance with paragraph (2)] 

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts to lay down detailed rules for disease notification procedures, data to be provided and transitional periods and measures for the application of the notification in accordance with the regulatory procedure referred to in…]
6. Pending the full operability of the system as referred to in paragraph 3, current Animal Disease Notification System established by Article 5 of the Directive 82/894/EEC shall remain in use. 
Article 30
National reporting and notification

1. Suspected presence or presence of any of the diseases referred to in Article 17 (5) (a) shall be reported immediately to the competent authority. 
2. Notification shall be done immediately when there are any reasons to suspect the presence of a disease listed in Article 17 (5) (a), or the presence of such disease is confirmed in animals.
3. Increased mortalities in aquaculture animals shall be immediately notified to either the competent authority or private veterinarian for further investigation.
4. The obligations to report  the matters referred to in paragraph 1-3 are imposed on

(a) the keeper and any person attending animals;
(b) any person accompanying animals during transport;
(c) veterinary practitioners, aquatic animal health services and other professionals involved in animal health services;
(d) official veterinarians and inspectors, senior staff of veterinary or other official or private laboratories; and
(e) any other person with an occupational relationship to animals of susceptible species or to products of such animals.

section 2 
Surveillance network
Article 31
Surveillance network

1. Member States shall, for effective implementation of surveillance as referred to in Section 1 of this Chapter, run a system of surveillance networks that shall comprise of the following elements:
(a) the herds, holdings, farms, owners or any other natural or legal person responsible for the holding or farm, the keepers or operators;
(b) the approved veterinarian or the official veterinarian responsible for the holding, or in case of aquaculture any other official, authorised for that task by the competent authority;
(c) official veterinarians in the slaughtering establishments and approved assembly centres associated to the network system;
(d) the competent authority and veterinary services of the Member State;
(e) network of official veterinary diagnostic laboratories or any other laboratories approved by the competent authority;
(f) animal health information system in accordance with Article 34. 

2. Surveillance system shall operate according to the provisions of this Section. 
3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for detailed rules determining the roles or tasks of different actors of the network as specified in letters (a) to (f) ]  
Article 32
Veterinary services
1. Without prejudice to the official control tasks allocated to them in accordance with the Regulation (EC) No. 882/2004, animal health services as referred to in Article 4a of that regulation shall provide conditions in terms of resources, powers and expertise for:

(a) proper functioning of the surveillance system; 
(b) early detection and notification of diseases;
(c) adequate coverage of animal populations; 
(d) network of official veterinary diagnostic laboratories or other laboratories approved by the competent authority;
(e) network of veterinary and aquatic animal health practices to perform field operations;
(f) Animal health information system and network linking veterinary services.
(g) Bio security measures at the regional, national and EU level to prevent introduction and spread of diseases in the EU, including the measures of the EU border bio security, which complement on-farm bio security measures introduced by operators as referred to in Article 10. 
2. Veterinary services have to have allocated appropriate resources in terms of staff, finances and effective organisation to control the establishment and application of animal health and welfare measures, veterinary certification activities, and early detection system as referred to in Article 29.
3. They should have defined and documented procedures and policy with the commitment to quality. A quality system and an audit in accordance with the Regulation (EC) No. 882/2004 shall be introduced for this purpose. 
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts concerning the roles and obligations of participants and operational procedures in surveillance network]
Article 33
Laboratories

Member States shall have in place an adequate laboratory network and ensure rapid diagnostic, testing and expert response in case of outbreaks of animal diseases.
Article 34
Animal heath information system
1. The Member States shall ensure computerised database for the purpose of disease control and traceability that for proper implementation of surveillance system and control comprising of
(a) National databases supporting  animal disease surveillance and controls; 

(b) Animal identification and registration databases;

2. Member states shall ensure computerised databases as referred to in paragraph 1 to be compatible and be linked into the central information system of the EU comprised of the following:
(a) ADIS system as referred to in Article 29 (3);

(b) TRACES system as referred to in Article 16;
(c) Other databases related to animal health, provided by the EU.

3. Systems referred to in paragraphs (1) and (2) should link to other databases or computerised network established at national and EU level in particular in the area of animal health, food and feed safety, animal welfare and official controls, such as the databases established in accordance with Article 153. 

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts of provisions to ensure the operation of the national computer databases as referred in paragraph 1 and the links with the EU databases, data needs and data access rules.]
CHAPTER V
Disease preparedness
Article 35
General plan for crisis management 
1. The Commission shall draw up a general plan for crisis management for animal health (hereinafter referred to as ‘the general plan’), 
2. The general plan shall specify types of situations involving direct or indirect risks to animal and human health deriving from animals, animal products or products of animal origin which are not likely to be prevented, eliminated or reduced to an acceptable level by provisions in place or cannot adequately be managed solely by way of the application of Articles 40 to 43. 
3. In addition it shall develop a risk management plan, setting the operational procedures "Animal Health Emergency System (AHES)" for the application of Articles 40 to 43.  
Article 36
 Contingency plans 
1. Each Member State shall draw up a contingency plan specifying the national measures to be implemented in the event of an outbreak of diseases listed in Article 17(5)(a). 
2. These plans shall allow access to facilities, equipment, personnel and all other appropriate materials necessary for the rapid and efficient eradication of the outbreak. 
3. They should take into account the creation of fully functional national disease control centre(s), local disease control centres and a permanently operational expert group to maintain expertise in order to assist the competent authority in ensuring disease preparedness.
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts to lay down the criteria and requirements to be applied for drawing up the contingency plan. Those criteria and requirements may take into account the specific nature of a disease in question and progress made in the development of disease control measures. ]  
5. Member States shall submit the plans to the Commission for information. The Commission shall examine the plans in order to determine whether they permit the desired objective to be attained and may suggest to the Member State concerned any amendments required, in particular to ensure that they are compatible with those of the other Member States. 
6. The plans may subsequently be amended or supplemented, to take into account the developments in the situation. Each Member State shall at least every five years verify their provisions, up-date them if necessary and submit them to the Commission and to one or more Member States upon request. 
Article 37
Real-time alert exercises 
1. Member States shall ensure that real-time alert exercises are carried out in accordance with the criteria set in their contingency plan. 

2. Where possible and practical, real-time alert exercises are carried out in close collaboration with the competent authorities of neighbouring Member States or third countries. 
3. Member States shall make available the report on the main results of real-time alert exercises upon request of the Commission or one or more Member States.  
Article 38
Reference laboratories
1. The EU shall, in line with Article 32 (2) of the Regulation (EC) No. 882/2004 designate the EU reference laboratories in the animal health sector, at least for the diseases  listed in accordance with the Article 17 (5) (e) (hereinafter referred to as ‘the EU reference laboratories’). 

2. The Member States shall designate national reference laboratories in line with Article 33 of the Regulation (EC) No. 882/2004. 

3. The EU reference laboratories shall maintain close cooperation and contact with the respective OIE and FAO reference laboratories and, as appropriate, with other internationally recognised laboratories within the EU and elsewhere in order to ensure excellence in training and support to national reference laboratories in Member States and third Countries. 

4. The network of EU reference laboratories shall be established to:

(a) ensure synergy amongst the laboratories 

(b) ensure use of best scientific knowledge and solutions 

(c) ensure quality diagnostic methods and tools

(d) prevent overlapping and divergent scientific advice and 

(e) Establish key principles of validation of diagnostic tests.
5. General tasks of the EU and national reference laboratories are those laid down in Articles 32 and 33 of the Regulation (EC) No. 882/2004, respectively. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for specific tasks related to a certain area of expertise or a disease] 
Article 39
EU vaccine and diagnostic banks 
1. [Legal basis for adoption of rules by means of delegated/implementing acts to establish  EU vaccine bank for the storage of the EU stock of vaccines, vaccine master seed stocks and reagents for diseases listed in accordance with Article 17(5) (…)]…….. 

2. The vaccines used in vaccine banks as referred in Paragraph 1 shall be authorised in accordance with Directive 2001/82/EC or Regulation (EC) No 726/2004.

3. Member States shall have access to the EU vaccine bank upon the request to the Commission. 
4. The Commission may supply vaccines to third countries where a need for the intervention and consequent support is established to prevent the spread, enable effective control or eradication of a disease in that country. 
5. [Legal basis for adoption of rules by means of delegated/implementing acts for authorisation the access of third countries to the EU vaccine bank], subject to detailed arrangements between the Commission and the third country concerned on the financial and technical cooperation …..
CHAPTER VI 

Protection measures against transmissible diseases
section 1 

Protection measures within the EU

Article 40
Protection measures taken by the Member States for animals and animal products 
1. Each Member State shall immediately notify the other Member States and the Commission of any outbreak in its territory, in addition to an outbreak of diseases referred to in Article 17(5)(a), of any zoonoses, diseases or other cause likely to constitute a serious risk to animal or to human health, and environment.
2. The Member State of dispatch shall immediately implement the control or precautionary measures provided for in Article 18, Chapter V of Title II and Chapter IV of Title III of this Regulation governing disease control and eradication, in particular the determination of the restriction zones provided for in those rules, or adopt any other measure which it deems appropriate.
3. The Member State of destination or transit which, has established the existence of one of the diseases or causes referred to in the first paragraph may, if necessary, take the necessary disease control measures provided for in Chapter V of Title II and Chapter IV of Title III this regulation and its subsequent rules, including the movement restrictions, isolation, quarantining or killing of the animals.
4. Pending the measures taken in accordance with Article 41, the Member State of destination may, on serious public or animal health grounds, take interim protective measures with regard to the holdings, centres or operators concerned or, with regard to the restriction zone provided for in this Regulation.
5. The measures taken by Member States shall be notified to the Commission and to the other Member States without delay.
6. At the request of the Member State referred to in the second paragraph or on the initiative of the Commission, one or more Commission experts may go at once to the place concerned to examine, in collaboration with the competent authorities, what measures have been taken, and shall inform the Commission and the Member States about the outcomes of this examination.
Article 41
Protection measures taken by the Commission for animals, animal products and products of animal origin 
1. The Commission may:
(a) if it has not been informed of the measures taken in accordance with Article 40, or if it considers the measures taken to be inadequate, or
(b) it has been informed of the measures taken, but it considers the measures taken to be inadequate, or
(c) it has been informed of the measures taken, and it considers the measures taken to be adequate, but there is a need to confirm, endorse and publish national measures taken in accordance with Article 40 at EU level in order to avoid potential trade disruptions, 

in collaboration with the Member State concerned take interim protective measures with regard to animals , products derived from animals and other material that may transmit the disease.. 
2. The measures adopted in accordance with paragraph 1 shall be submitted to the Standing Committee on Food Chain and Animal Health as soon as possible to be confirmed, amended or repealed in accordance with the regulatory procedure laid down in Article …….

3. The Commission shall in all cases review the situation in the Standing Committee on Food Chain and Animal Health at the earliest possible opportunity, and only in exceptional circumstances exceeding 10 working days. It shall adopt the necessary measures for the animals, animal products and, if the situation so requires, for the products of animal origin, in accordance with the regulatory procedure laid down in Article……. The Commission shall monitor the situation and, by the same procedure, shall amend or repeal the decisions taken, depending on how the situation develops.
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for the application of this Article and Article 43] … 

section 2 

Protection measures in introduction
Article 42
Protection measures taken by the Member States and the Commission for live animals 
1. If a disease referred to in Article 17 (5)(a), a zoonosis or other disease or other cause likely to present a serious threat to animal or human health occurs or spreads in the territory of a third country, or if any other serious animal health reason so warrants, in particular in the light of the findings of its veterinary experts, the Commission may, acting on its own initiative or at the request of a Member State, adopt one of the following measures without delay and depending on the gravity of the situation: 
(a) suspend introduction  of susceptible and vector species to the disease concerned from all or part of the third country concerned, and where appropriate from the third country of transit or part of it,
(b) set special conditions in respect of animals coming from all or part of the third country concerned,

(c) any other appropriate interim measures.

2. If one of the checks provided for in the Regulation [veterinary checks for introduction of live animals from third countries] indicates that a consignment of animals is likely to constitute a danger for animal or human health, the competent veterinary authority shall immediately take the measures provided for in that regulation and immediately inform the other border inspection posts and the Commission of the findings and of the origin of the animals.

3. In the case provided for in paragraph 1, the Commission may for the uniform application of this article take interim protective measures in respect of animals in transit in accordance with the regulatory procedure as referred to in Article…
4. Commission experts may make a visit to the third country concerned.
5. Where a Member State informs the Commission of the need to take protective measures and the Commission has not invoked paragraphs 1 and 3 or made a referral to the Standing Committee for Food Chain and Animal Health in accordance with paragraph 6, that Member State may take interim protective measures in respect of the animals in question.
Where a Member State takes interim protective measures in respect of a third country under the terms of this paragraph, it shall inform the other Member States and the Commission in accordance with Article …..
6. Within 10 working days, the Standing Committee for Food Chain and Animal Health shall have the matter referred to it, for the uniform application of this article in accordance with the regulatory procedure referred to in Article…,with a view to the extension, amendment or repeal of the measures provided for in paragraphs 1, 3 and 5.
7. [Legal basis for adoption of detailed rules by means of delegated/implementing acts intended for uniform application of this article to extend, amend or repeal measures decided on pursuant to paragraphs 1, 2, 3 and 6]
8. [Legal basis for adoption of detailed rules by means of delegated/implementing acts……]
Article 43
Protection measures taken by the Member States and the Commission for animal products and products of animal origin 
1. If, in the territory of a third country, a disease referred to in Article 17 (5) (a), a zoonosis or other disease or any other cause liable to present a serious threat to animal or public health manifests itself or spreads, or if any other serious animal health or public health reason so warrants, in particular in the light of the findings of its veterinary experts or in the checks carried out in a border inspection post, the Commission shall, acting on its own initiative or at the request of a Member State, adopt one of the following measures without delay, depending on the gravity of the situation:
(a) suspend introduction from all or part of the third country concerned, and where appropriate from the third country of transit  or part of it,
(b) set special conditions in respect of products coming from all or part of the third country concerned,
(c)  any other appropriate interim measures.

2. If any one of the checks provided for in the regulation [veterinary checks for introduction of animal products from third countries] indicates that a consignment of products is likely to constitute a danger to animal or human health, the competent veterinary authority shall immediately take the measures provided for in that regulation and immediately inform the other border inspection posts and the Commission of the findings and of the origin of the products.
3. In the case provided for in paragraph 1, the Commission may take provisional safeguard measures in respect of products intended for transit, customs free zones or direct supply of the transport means.
4. Commission experts may make a visit to the third country concerned.
5. Where a Member State informs the Commission of the need to take safeguard measures and the latter has not applied the provisions of paragraphs 1 to 3 or has not informed the Standing Committee on Food Chain and Animal Health in accordance with paragraph 6, the Member State may take interim safeguard measures in respect of the products in question.
6. When a Member State takes interim safeguard measures in respect of a third country or an establishment in a third country under this paragraph, it shall inform the other Member States and the Commission thereof in the Standing Committee for Food Chain and Animal health.
7. Within 10 working days the Standing Committee on Food Chain and Animal Health shall have the matter referred to it, for the uniform application of this article in accordance with the regulatory procedure referred to in Article…, with a view to the extension, amendment or repeal of the measures provided for in paragraphs 1 and 3. The procedure provided for in Article 28 may also be used for adopting the necessary decisions, including those relating to intra-EU movement of products and to transit.

8. [Legal basis for adoption of detailed rules by means of delegated/implementing acts intended for uniform application of this article to amend, repeal or extend measures decided on under paragraphs 1, 2, 3 and 5 ]
9. [Legal basis for adoption of detailed rules by means of delegated/implementing acts……, where necessary, in …].
Article 44
Quarantine
1. Where justified from a veterinary viewpoint in order to protect animal or human health, live animals may be placed into quarantine station or isolated in accordance with this regulation and its subsequent rules. Such isolation may take place:
(a) at the holding of destination or 

(b) any other facility authorised for that purpose on the  by the veterinary authority on a temporary or permanent basis; 
(c) at a quarantine station complying with the conditions laid down in accordance with this regulation; and
(d) in case of introduction also at a quarantine station of the third country of origin or transit. 

2. Such quarantine station shall be regarded as the place of destination of the consignment.
3. Member States concerned shall notify the Commission of the grounds on which the action of placing the animals into quarantine or isolation referred to in paragraph 1 of this Article has being taken. 
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to paragraph (1) (a – c) concerning:]
· requirements and conditions for quarantine stations;

· obligations relating to quarantine stations or isolation and the location of the latter; 
· conditions under which the quarantine can be done in a third country in case of animals introduced from third countries;
· special safeguards to be complied with during transport between the quarantine station, farms of origin and of destination, border inspection posts, when relevant and in the quarantine stations referred to in paragraph (1) (d).
5. Quarantine stations shall be subject to approval by the competent authority following the procedure laid down in Article 31 (1) of Regulation (EC) No. 882/2004 and where relevant Section 1 of Chapter I of Title II of this regulation.  
TITLE II
TERRESTRIAL ANIMALS
CHAPTER I 

Animal health requirements for movements of animals and animal products in the EU 
section 0

Scope 

Article XX

Scope

This Title shall apply to terrestrial animals…….??????
section 1

Approval and registration 

Article 45
Obligation for approval and registration
1. All categories of holdings, transporters, centres, bodies and institutes, dealing with animals and animal shelters shall be subject to veterinary control and be entered in the records, approved and/or registered by the competent authority, depending on the nature of their activity.

2. Centres and other establishments for germinal products shall be subject to veterinary control and be entered in the records, approved and/or registered by the competent authority, depending on the nature of their activity.

3. Provisions of this section don't apply for keeping pet animals in households.

Article 46
Registration and authorisation of holdings

1. Each holding keeping animals shall be registered by the competent authority in  accordance with the procedure laid down in Article 31 (1) of Regulation (EC) No. 882/2004. 

2. The registration shall comprise at least the following:

(a) name and address of the keeper and

(b) an identification code to be allocated to the holding.

3. The holding shall comply with the animal health requirements set out for specific animal species in Section 4 of this chapter and welfare requirements in accordance with the legislation governing animal welfare, if relevant.

4. Without prejudice to the registration obligation, the holding may apply for the authorisation of its quality scheme, consisting of the following:

(a) biosecurity programme; 

(b) surveillance programme at least for diseases referred in the Article 17 (5) (b) and as appropriate for the type of production;
(c) minimum animal health standards for the type of production, species and diseases involved in accordance with Section 4 of this chapter; and
(d) is under veterinary control….(specify).
Article 47
Approval of assembly centres

1. Assembly centres shall be registered, approved and issued with an approval number by the competent authority in accordance with the procedure laid down in Article 31 (2) of Regulation (EC) No. 882/2004 and they shall:

(a) be under the control of an official veterinarian; 
(b) deal only in animals which are identified and are of the same health status; 
(c) comply with biosecurity standards as referred to in Article 10(2) to prevent spread of diseases;
(d) they should meet the  requirements and the conditions laid down in Section 4; 
(e) keep a record or database and store the data related to animals that have moved through assembly centre. 

2. Approval of assembly centres may be limited to a particular species or to animals for breeding and production or to animals for slaughter.
3. The competent authority may suspend or withdraw approval in the event of failure to comply with the provisions of this regulation or the animal welfare rules in accordance with Article 54 (2) of the Regulation (EC) No. 882/2004. Approval may be restored when the competent authority is satisfied that the assembly centre is in full compliance with all the appropriate provisions referred to in this paragraph.
4. The competent authority shall ensure that when operating assembly centres have sufficient official and or approved veterinarians to carry out all duties. 

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to the records, tasks of the official veterinarian responsible for the assembly centre, facilities, conditions and exemptions...]
Article 48
Approval of dealers

1. All dealers shall be registered, approved and issued with an approval number by the competent authority in accordance with the procedure laid down in Article 31 (2) of Regulation (EC) No. 882/2004. 

2. Dealers shall comply with at least the following: 

(a) be under the control of an official veterinarian; 
(b) deal only in animals which are identified and are of the same health status; 
(c) comply with biosecurity standards as referred to in Article 10(2) to prevent spread of diseases;
(d) they should meet at least the requirements and conditions laid down in accordance with paragraph 5; and
(e) keep a record or database and store the data related to animals that have moved through their establishment. 
3. The competent authority may suspend or withdraw approval in the event of failure to comply with the provisions of this regulation or the animal welfare rules in accordance with Article 54 (2) of the Regulation (EC) No. 882/2004. Approval may be restored when the competent authority is satisfied that the assembly centre is in full compliance with all the appropriate provisions referred to in this paragraph. 

4. The competent authority shall ensure that when operating assembly centres have sufficient official and or approved veterinarians to carry out all duties. 

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to the records, tasks of the official veterinarian responsible, facilities, conditions and exemptions ]…

Article 49
Transporters of animals
1. Each person that acts as a transporter of animals shall hold an authorisation in accordance with the provisions of animal welfare legislation. 

2. In addition, transporters shall comply with the:

(a) hygienic conditions of the vehicle;

(b) cleaning, disinfection and requirements for other treatments; 
(c) other biosecurtiy obligations to prevent the spread of diseases; and 
(d) record keeping on  transport of animals.  

3. In the event of failure to comply with this Article, the provisions concerning infringements and notifications of infringements provided for in Article 26 of Regulation (EC) No 1/2005 shall apply mutatis mutandis in relation to animal health.
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for the requirements as referred to in paragraph 2 and records to be kept, may be adopted in accordance with the procedure referred to in Article ……]
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Article 50
Bodies, institutes and centres

1. Bodies, institutes or centres shall be registered, approved and issued with an approval number by the competent authority in accordance with the procedure laid down in Article 31 (2) of Regulation (EC) No. 882/2004.

2. To be approved, bodies, institutes or centres shall:
(a) be under the control of an official veterinarian; 
(b) deal only in animals which are identified and are of the same health status; 
(c) they should meet at least the requirements and conditions laid down in accordance with paragraph 4; and
(d) keep a record or database and store the data related to animals in accordance with paragraph 4.
3. The competent authority may suspend or withdraw approval in the event of failure to comply with the provisions of this regulation or the animal welfare rules in accordance with Article 54 (2) of the Regulation (EC) No. 882/2004. Approval may be restored when the competent authority is satisfied that the centre is in full compliance with all the appropriate provisions referred to in this paragraph.
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to the conditions as referred to in paragraph 2,...]
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Article 51
Other business operators dealing with animals and animal shelters
1. Each business operator keeping terrestrial animals for the purposes of exhibition, recreation or research purposes and animal shelter shall be registered by the competent authority in accordance with the procedure laid down in Article 31 (1) and (2) of the Regulation (EC) No. 882/2004.  

2. [Legal basis for adoption of detailed rules by means of delegated/implementing acts of specific animal health rules for animal shelters and other business operators ]…

Article 52
Approval of centres for animal products
1. Collection, storage centres and other establishments for germinal  products need to be approved by the competent authority in accordance with the procedure laid down in Article 31 (1) and (2) of  Regulation (EC) No. 882/2004, and:  

(a) they should meet at least the requirements and conditions laid down in accordance with paragraph 3;
(b) be under the control of an official veterinarian; and
(c) keep a record or database and store the data related to animals and their products in accordance with the rules laid down in paragraph 3.
2. Provisions from previous paragraph also apply to embryo collection and production teams.

3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to the conditions for approval and records as referred to in paragraph 1..]
Section 2  

Identification and registration of animals
Article 53
General rules

1. Animals of species or categories as referred to in Articles 54 and 55  shall be identified and registered in accordance with the provisions set out in this Section.

2. Identification and registration referred to in previous paragraph shall comprise of the elements for:

(a) holding registration; 

(b) identification of animals; and

(c) recording of animals and movements.

3. Identification from first paragraph shall ensure traceability for disease control purposes bearing in mind that systems are flexible enough to serve other objectives.

4. Specific rules for identification and registration set out in Articles 54 and 55 shall specify, where appropriate:

(a) obligation to identify

(b) time limits for identification and notification

(c) documents to accompany animals

(d) computerised database provisions

(e) special holding and farming conditions

(f) other provisions enabling to ensure traceability and operation of the system.
Article 54
Specific rules and exemptions

1. Legal basis for adoption of detailed rules by means of delegated/implementing acts for specific requirements for the application of this Section for the identification of certain categories of animals if identification is necessary to ensure objectives from Article 53 (3), ….. for:

(a) Animals kept by their owners as pet animals 

(b) Animals kept in a zoo, an amusement park, an experimental laboratory or, an approved body, approved institute or approved centre (92/65);
(c) Animals kept in circuses or for shows and exhibitions but not related to commercial transactions of the animals themselves;
(d) Captive birds; and

(e) Other animals having special identification needs.
Article 55
Identification and registration rules for specific animal species
1. Legal basis for adoption of detailed rules by means of delegated/implementing acts in order to ensure identification and registration of bovine animals specific rules to detail the provisions as referred to in paragraphs 2 and 4 of Article 53. 

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts in order to ensure identification and registration of ovine and caprine animals the specific rules to detail the provisions as referred to in paragraphs 2 and 4 of Article 53. 

3. Legal basis for adoption of detailed rules by means of delegated/implementing acts in order to ensure identification and registration of pigs specific rules to detail the provisions as referred to in paragraphs 2 and 4 of Article 53..

4. Legal basis for adoption of detailed rules by means of delegated/implementing acts in order to ensure identification and registration of equidae specific rules to detail the provisions as referred to in paragraphs 2 and 4 of Article 53.
5. Pending the adoption of the acts as referred in paragraphs 1 to 4, the provisions of the Regulation (EC) No 1760/2000 for bovine, Regulation (EC) No. 21/2004 for ovine and caprine, Directive 2008/71/EC for pigs and Regulation (EC) No 504/2008 for equidae remain in place. These regulations and directive are repealed with the entering into force of the acts referred in paragraph 1 to 4. 

6. Legal basis for adoption of detailed rules by means of delegated/implementing acts of the  Commission in order to ensure identification and registration of other animal species, as referred to in Article 54for specific identification rules for those species., , if this is necessary for the animal or public health reasons 
Section 3
Animal health requirements for movements of live animals in the EU

Article 56
Movement of terrestrial animals
1. Terrestrial animals may only be moved if:

(a) they come from registered or where required approved holdings or other establishments, in accordance with Section 1 of this Chapter, which are subject to regular official veterinary controls; 
(b) they are identified in accordance with the requirements of Section 2 of this Regulation and registered in such a way that the holding centre or organization of origin or any transit, can be traced; 

(c) they satisfy the relevant animal health requirements: 
i. laid down in accordance with Articles 60 -63 or 

ii. if these requirements are not set: 
· in case of movement between the Member States, the health requirements of the Member State of destination and 
· in case of movement within the territory of the Member State, the health requirements of that Member State,

iii. in the case of movement into a recognised compartment, of that compartment.

2. Animals must:
(a) not have been obtained from a holding, compartment or zone, which for health reasons is subject to prohibition or restriction affecting the susceptible animal involved in accordance with the EU or national legislation; 

(b) come from a holding, compartment or zone, which offers the additional guarantees provided for, in cases where they are intended for holdings, compartments, zones, or the territory of a Member State, which have:

i. introduced an approved national control programme in order to obtain additional guarantees pursuant to EU rules as referred to in Article 88,89 or

ii. been granted  those guarantees pursuant the EU rules, as free of a disease, in all or part of its territory as referred to in Article 90.
3. The animals shall not be dispatched to another zone or the territory of another Member State: 

(a) if they are intended to be slaughtered under a national or any other programme for the eradication of diseases; or

(b) if they cannot be moved on their own territory for public or animal health reasons. 
4. Member States may allow movements for scientific purposes of animals and products thereof, which do not comply with this Chapter under the strict supervision of the competent authority.

The competent authority shall ensure that such movements do not jeopardise the health status with regard to the diseases listed in at the place of destination or at places of transit.

Any such movements between Member States shall not take place without prior notification of the competent authorities of the Member States concerned.

5. Member States shall communicate to the Commission and the other Member States the conditions and procedures applicable to movements of animals referred to in the paragraph 1 (c) (ii) and (c) (iii)

Article 57
Health certificates and documents
1. Animals must, during movement, be accompanied by movement documents as provided for in Section 2 and health certificates, when required in accordance with Articles 66-68 and when such documents are not provided for, by health certificates and/or documents provided for by the Member States and that traceability of animals can be ensured.
2. These documents and certificates must accompany animals to their destination.
3. Obligation for a health certificate as referred to in paragraph 1 doesn't apply for the movements of animals within the national territory of a Member State.

4.  By way of derogation of the paragraphs 1 and 2, electronic certificates and/or documents may replace accompanying documents providing that the computerised system established in accordance Article 34 is operational and that traceability of animals is ensured.
5. Animal movements shall be notified: 
· for the purposes of identification and registration requirements  in accordance with Section 2 and 
· in order to trace the movements in the EU into the TRACES system in accordance with the provisions laid down for TRACES notification in the regulation governing official veterinary controls for movements within the EU. 
6. However, the animals may be moved:

(a) between the holdings participating in the quality assurance scheme of the same health status;
(b) from the registered holdings or holdings participating in the quality assurance scheme for direct slaughter; 
by fulfilling the provisions of paragraph 4 for movement notification but derogating from the provisions of paragraphs 1 and 2 concerning health certification. 
7. The Commission shall set rules for uniform application of this article in accordance with the regulatory procedure as referred to in Article in particular in relation to:

(a) definition of zones and regions in the Member states and the conditions for movements; 

(b) holdings participating in the quality assurance scheme as referred to in Article 46 (4) and point (a) of  the previous paragraph;

(c) detailed provisions for sending animals for direct slaughter

8. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for further derogations for animal movements within the territory of a Member State and other types of movements between the Member States, concerning health certificate and a notification of the movement into the TRACES system, the movements for direct slaughter between Member States, to define movements between holdings participating in quality assurance scheme and rules enabling Member States to use such modified conditions to the provisions of paragraphs 1, 2 and second indent of paragraph 4, for specific categories of holdings.]
Article 58
Compartment
Animals may be moved within the same recognised compartment situated in a territory of  more Member States without accompanying health certificate required in Article 57 (1), provided that they comply with other traceability and TRACES notification rules as referred to in Article 57 (4) . 

Article 59
Disease prevention requirements in relation to transport
1. Terrestrial animals shall be transported:
(a) in such a way that the necessary disease prevention measures are applied in order not to alter the health status of those animals during transport, and to reduce the risk of spreading diseases; and
(b) under conditions which neither alter their health status nor jeopardise the health status of the place of destination, and where appropriate, of places of transit.
2. When animals are involved in assembly operation this should  take place in approved assembly centre, fulfilling the biosecurity and other obligations as referred to in Article 47,  which shall be organised in a way that animals of different health status don't jeopardise the health status of the zone or the neighbouring holdings depending on the species and diseases in question.

3. When animals are involved in resting operation for the animal welfare reasons, this should  take place in control posts, which shall be organised in a way that animals of different health status don't jeopardise the health status of the zone or the neighbouring holdings depending on the species and diseases in question and respects biosecurity requirements.
Article 60
Specific animal health requirements for certain animal species

1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts specific animal health requirements for movements of  bovine animals, pigs, sheep and goats, equidae and poultry in the EU. ]
2. Those measures shall be scientifically justified and shall be proportionate to the risk of spreading those diseases due to such movements and they may  include provisions on:

(a) Animal health conditions for animals to be moved;

(b) Animal health conditions of holding of origin in relation to the species and category of the animals in question, their final intended use and in particular in relation to the health status at destination:

i. Concerning diseases; 

ii. Surveillance and monitoring programmes of those holdings;
iii. Standstill or other provisions related to movement of animals from and onto holding;

iv. Biosecurity
(c) Animal health conditions and rules for transiting; including transiting through assembly or  marshalling centres;

(d) Specific provisions for movements within compartments;

(e) Specific transport and transit provisions;
(f) Specific restrictions or bans

(g) Testing and analytical requirements and methods for specific diseases and 

(h) Contents of health certificates.

Article 61
Specific rules for other animal species

1. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down  specific conditions for the application of this Section in relation to the movements of bees, taking into the consideration specificities of their keeping and close relation and contact with the wild flora and fauna. 

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific conditions for the application of this Section in relation to the movements of dogs, cats and ferrets, taking into the consideration specificities of their keeping and close contact to humans.

3. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down  specific conditions for the application of this Section in relation to the movements of any other animals, taking into the consideration specificities of the species.

4. Measures as referred to in paragraphs 1 to 3 shall be scientifically justified and shall be proportionate to the risk of spreading those diseases due to such movements.

Article 62
Exemptions and specific rules for certain animal categories

1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific rules for movements of pet animals accompanying their owners and for other animals kept as companion animals by their owners ]
Pending the adoption of the act as referred in paragraph 1, the provisions of the Regulation (EC) No 998/2003 remain in place for dogs, cats and ferrets. This regulation is repealed with the entering into force of the act referred in paragraph 1.
2. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific conditions for the application of this Section in relation to the movements of laboratory animals, taking into the consideration their specific use and controlled environment in which they are kept. 

3. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific conditions for the application of this Section in relation to the movements of zoo, circus animals and other animals intended for exhibitions.]
4. Measures as referred to in paragraphs 1 to 3 shall be scientifically justified and shall be proportionate to the risk of spreading those diseases due to such movements.

Article 63
Wild animals
1. The provisions of this Section shall not apply to wild animals.

2. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific conditions for the application of this Section for the movements of animals living in the wild if such movements may represent a risk to spread the disease and endanger health of other animals and / or  humans. ]
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Section 4
Animal health requirements for movements of animal products in the EU

Article 64
Movement of animal products
1. Animal products may be moved if: 
(a) they are collected, processed and stored in centres or establishment approved for that purpose in accordance with Section 1 of this Chapter and are subject to regular official veterinary checks; 
(b) their traceability is ensured; 

(c) they have  been collected from animals whose health status complies with:

i. relevant provisions of Articles 67-69  of this Chapter or

ii. if these requirements are not set, 
· in case of movement between the Member States, the health requirements of the Member State of destination and 
· in case of movement within the territory of the Member State, the health requirements of that Member State,

iii. in the case of movement into a recognised compartment, of the health requirements of that compartment.

(d) they satisfy the requirements: 
i. of the relevant provisions of  Articles 67-69 of this Chapter or 

ii. if these requirements are not set, in case of movement between the Member States, the health requirements of the Member State of destination and in case of movement within the territory of the Member State, the health requirements of that Member State,

iii. in the case of movement into the recognised compartment, of the health requirements of that compartment.

2. Products of animals susceptible for the disease in question must:

(a) not have been obtained from a centre, establishment, organisation or compartment, which for health reasons is subject to prohibition or restriction affecting the species involved in accordance with the EU or national legislation; 
(b) come from a centre, establishment, organisation or compartment, which offers the additional guarantees provided for, in cases where they are intended for centres, holdings, compartments, zones, or the territory of a Member State, which have:

i. introduced a compulsory national control programme in order to obtain additional guarantees pursuant to EU rules or

ii. been granted  those guarantees pursuant the EU rules, as free of a disease, in all or part of its territory.
3. The products shall not be dispatched to the territory of another Member State if they cannot be marketed on their own territory for animal health reasons.

4. Member States shall communicate to the Commission and the other Member States the conditions and procedures applicable to movements of products referred to in the paragraph 1 (c) (ii) and (iii) and 1 (d) (ii) and (iii).

Article 65
Animal health certificates and documents
1. Animal products must, during movement, be accompanied by health certificates and other documents as provided for in Section 5 and when such documents are not provided for, by health certificates and/or documents provided for by the Member States and that traceability of products can be ensured.
2. These documents and certificates must accompany animals to their destination.
3. By way of derogation of the paragraphs 1 and 2, electronic certificates and/or documents may replace accompanying documents providing that the computerised system established in accordance Article 34 is fully operational and full traceability is ensured.
4. Movements of animal products shall be notified into the TRACES system in accordance with the provisions of the regulation governing official veterinary controls for movements within the EU.
5. By way of derogation of the provisions of paragraphs 1 and 2, the animal products may be moved within the zone or between two or more zones of the same health status in more Member States by fulfilling the provisions of paragraph 4.
6. However, the animal products may be moved within the zone or between two or more zones of the same health status in one or more Member States by fulfilling the provisions of paragraph 4 concerning movement notification but derogating from the provisions of paragraphs 1 and 2 concerning health certification. Legal basis for adoption of detailed rules by means of delegated/implementing acts.
7. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down to enable further derogations from the provisions of paragraphs 1, 2 and second indent of paragraph 4, for movements of animal products within the territory of a Member State and between Member States concerning health certificate and a notification of the movement into the TRACES system , enabling the Member States to use such modified conditions for specific categories of holdings and for limited time period].

Article 66
Compartment

Animal products may be moved within the same recognised compartment situated in a territory of one or more Member States without accompanying health certificate required in Article 65 (1), provided that they comply with other traceability and TRACES notification rules as referred to in Article 65 (4). 

Article 67
Exemptions for products of certain animal categories

1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts in relation to the movements of germinal products of animal species that are not set in Articles 68-69, taking into the consideration their specific nature and use, may be adopted in accordance with the procedure laid down in Article.]
2. Member States may allow movements for scientific purposes of animal products, which do not comply with this Chapter under the strict supervision of the competent authority and in accordance with the provisions laid down in Article 56 (4).
Article 68
Specific animal health requirements for semen of different species

1. [Legal basis for adoption of detailed rules by means of delegated/implementing actslaying down specific animal health requirements for bovine semen in the EU. 

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific animal health requirements for porcine semen in the EU. 
3. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific animal health requirements for semen of other animal species in the EU.]
4. Measures referred to in paragraphs 1, 2 and 3 shall be scientifically justified and shall be proportionate to the risk of spreading those diseases due to such movements and they should include provisions on:

(a) Conditions for collection, processing, storage and transport of semen;
(b) Animal health conditions for semen;

(c) Animal health conditions for animals, from which semen has been collected;

(d) Specific provisions for movements within compartments;
(e) Specific restrictions or bans;
(f) Testing and analytical requirements and methods;

(g) Contents of the health certificates.

Article 69
Specific animal health requirements for embryos

1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific animal health requirements for bovine embryos in the EU. 
2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific animal health requirements for embryos of other animal species in the EU.]
3. Measures referred to in paragraphs 1, 2 and 3 shall be scientifically justified and shall be proportionate to the risk of spreading those diseases due to such movements and they should include provisions on:

(a) Conditions for conceivement, collection, processing, storage and transport of embryos;

(b) Animal health conditions for embryos;

(c) Animal health conditions for animals, from which embryos have been collected and status of the bulls ;

(d) Provisions for embryo collection teams;

(e) Testing and analytical requirements and methods;

(f) Contents of the health certificates.

CHAPTER II 
Animal health requirements for movements of products of animal origin and pathogens in the EU
Section 1 

Animal health requirements for products of animal origin 
Article 70
General animal health requirements

1. Without prejudice to the rules on hygiene of food of animal origin, Member States shall ensure that food business operators do not cause the spread of diseases transmissible to animals, at all stages of the production, processing and distribution of products of animal origin in the EU, in accordance with the following provisions.
2. Products of animal origin must be obtained from animals which fulfil the animal health conditions laid down in Sections 3 and 4 of Chapter I for the respective species and final use, as appropriate.
3. Products of animal origin shall be obtained from animals:
(a) which do not come from a holding, establishment, compartment, zone or territory of a Member State, subject to animal health restrictions applicable to the animals and products concerned, under the rules set out in Chapter V of this Title of this regulation

(b) which, in the case of meat and meat products, were not slaughtered in an establishment in which animals infected or suspected of being infected with one of the diseases covered by the rules referred to in (a), or carcasses or parts thereof of such animals, were present during the slaughtering or production process, unless such suspicion has been ruled out;
Article 71 
Derogations

1. Notwithstanding previous article and subject to compliance with the disease control measures referred to in Sections 4, 5 and 6 of Chapter V of this Title Member States may authorise the production, processing and distribution of products of animal origin which come from a zone, a territory of a Member State or part of a territory subject to animal health restrictions but which do not come from a holding which is infected or suspected of being infected, provided that:

(a) the products undergo treatment enabling the animal health problem concerned to be eliminated
(b) the products which undergo treatment are clearly identified and traceability to the restricted territory is ensured;
(c) before being subjected to the treatment referred to above, the products have been obtained, handled, transported and stored separately, or at different times, from products fulfilling all the animal health conditions, and the conditions for transport out of the territory subject to animal health restrictions have been approved by the competent authority, and
(d) the treatment is applied at an establishment approved for that purpose by the Member State in which the animal health problem occurred.

2. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific rules for the identification and traceability of products as referred to in paragraph 1 (b).

3. Legal basis for adoption of detailed rules by means of delegated/implementing detailed rules in order to ensure common standards for treatments to eliminate health risks.

4. Legal basis for adoption of detailed rules by means of delegated/implementing acts for derogations from previous Article in certain situations, where health situation so permits. In such cases, particular account shall be taken of:]
(a) the specific characteristics of the disease in the species concerned, and
(b) any tests or measures to which the animals must be subjected.

Where such derogations are granted, steps must be taken to ensure that the degree of protection from animal disease will in no way be impaired. Any measures needed to ensure the protection of animal health in the EU shall therefore be adopted in accordance with the same procedure.
Article 72
Animal health certificates

1. Member States shall ensure that products of animal origin intended for human consumption are subjected to animal health certification where:

(a) provisions adopted for animal health reasons under Article 40 and 41 of this regulation require products of animal origin from a Member State to be accompanied by a health certificate, or
(b) a derogation has been granted under Article 71 (4).
2. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down a model for such certificates, taking into account the general principles set out in Article 30 of the Regulation (EC) No. 882/2004 .Certificates may include details required in accordance with other EU public health and animal welfare legislation.]
Section 2 

Animal health requirements for pathogens

Article 73
Pathogens and pathological material
[Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for movement of pathogens or pathological material in the EU in particular to address research and scientific purposes, inter- and intra-laboratory controls and provisions of laboratory accreditation ……..]
CHAPTER III 

Animal health requirements for introduction of live animals and animal products
Section 1  
Animal health requirements for introduction of live animals and animal products
Article 74
General provisions

1. Live terrestrial animals and their products shall be introduced to a territory of the Union, as defined in Annex I of Regulation (EC) No 882/2004, if they meet the requirements from this Section and other animal health requirements laid down in this regulation or its subsequent rules.

2. Live animals and their products: 

(a) must come from a third country or part of a third country, which is authorised for introduction into the Union and listed in accordance with Article 75;

(b) if relevant, must come from centres or establishments approved or registered by the competent authority of the third country of origin and listed by that authority for that purpose; 

(c) comply with the specific animal health conditions in accordance with Article 78; and

(d) Must be accompanied at the point of entry into the EU where the veterinary checks take place, by health certificate or other documentation requested by this Regulation and its subsequent rules. 

3. On the basis of the relevant international standards, account shall be taken of how the authorised third country applies and implements those standards, in particular the principle of regionalisation within its own territory and in relation to its sanitary requirements for importation from other third countries and from the EU.

4. If one of the requirements referred to in points (a) and (d) of the second paragraph has not been set or pending its adoption, the Member States may specify those requirements in national measures.

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the authorisation for introduction of live animals into the Union, the listing of a country onto the list of authorised countries in accordance with Paragraph 2 (a) and the specific animal health conditions provided for in Article 78 (2) (b) and suspension or withdrawal of authorisations where the animal health situation in the authorised third country justifies such suspension or withdrawal.]
Article 75
Authorised third countries or parts of third countries
1. A third country, or a part of third country can appear on the list provided for in paragraph 2 (a) of Article 76 only if EU assessment of that country or of a part of that country, has demonstrated that the competent authority provides appropriate guarantees as regards compliance with the relevant animal health requirements of the EU legislation.

2. The Commission may decide if a veterinary inspection is necessary to complete the assessment of the third country, provided for in Paragraph 1. 

3. When drawing up or updating the list provided for in  Article 74 (2) (a), particular account shall be taken of:

(a) the health status of domestic animals and wildlife in the third country, with particular regard to exotic animal diseases and any aspects of the general health and the environmental situation in the third country which may pose a risk to the public and animal health and the environmental status of the EU;

(b) the legislation of the third country in relation to animal health;

(c) the organisation of the competent veterinary authority and its inspection services, the powers of those services, the supervision to which they are subject, and the means at their disposal, including staff and laboratory capacity, to apply national legislation effectively;

(d) the assurances which the competent veterinary authority of the third country can give regarding compliance or equivalence with the relevant animal health conditions applicable in the EU;

(e) whether the third country is a member of the World Organisation for Animal Health (OIE); 

(f) the regularity and speed with which the third country supplies the information relating to the existence of infectious or contagious animal diseases in its territory,  in particular the diseases listed in the Terrestrial Animal Health Code of the World Organisation for Animal Health (OIE);

(g) any experience of previous introduction of live animals and products thereof from the third country and the results of any import controls carried out;

(h) the results of EU inspections and/or audits carried out in the third country, in particular the results of the assessment of the competent authorities or, where the Commission so requests, the report submitted by the competent authorities on the inspections which they have carried out; and

(i) The rules on the prevention and control of infectious or contagious animal diseases and zoo noses in force in the third country and their implementation, including rules on the introduction from other third countries.

4. The Commission shall arrange for up-to-date versions of all lists drawn up or amended as provided for in paragraph 3 to be made available to the public. 

5. Lists drawn-up in accordance with paragraph 3 may be combined with other lists drawn up for animal and public health purposes and may also include models of health certificates.

6. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down for requirements in relation to the list of third countries for specific animal species,]
Article 76
Centres, bodies, institutes and other establishments

1. When animals and animal products are to come from centres, bodies, institutes or establishments, these shall be approved or registered by the competent authority of the third country of origin appearing on the list referred to in Article 75 and listed by that authority for that purpose.

2. The competent authority of the third country concerned shall be able to give the guarantees concerning:
(a) meeting the requirements of those establishment in accordance with Article 78 (2) (e),  and  Article 50  including supervision and inspection obligations; and

(b) the official approval by the competent authority of the third country for exports to the EU.

Article 77
Animal Health Certificates

1. Consignments of animals and products thereof shall be accompanied by an animal health certificate upon their entry into the EU, which meet the general principles laid down in Article 30 of the Regulation (EC) No. 882/2004.

2. The animal health certificate shall certify that the consignment satisfies:

(a) the requirements laid down for such commodities under this Regulation; and
(b) any special conditions for introduction established in its subsequent legislation accordance with Articles 78 and 79.
3. Animal health certificate may include details required under other provisions of EU public health, animal health and welfare legislation. 

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts to suspend or withdraw the use of the animal health certificate provided for in paragraph 1 where the animal health situation in the authorised third country justifies such suspension or withdrawal.]
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Section 2
Specific animal health requirements for introduction of specific species or categories into the Union
Article 78
Specific animal health conditions for introduction from authorised third countries of live animals into the Union
1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for specific animal health conditions for the introduction of live terrestrial animals and products thereof from authorised third countries into the Union ]
2. They may take account of the following:

(a) the animal species concerned;

(b) the age and sex of the animals;

(c) the diseases concerned;

(d) the intended destination or purpose of the animals; 

(e) provisions for holdings or establishments of origin, including obligation of registration and/or approval;

(f) the measures to be applied after introduction of the animals into the Union;

(g) any special provisions applicable in the framework of movement in the EU;

(h) Any experience of previous introduction of live animals from the third country and the results of any controls carried out.

3. The specific animal health conditions provided for in paragraph 1 shall be based on the disease control rules in accordance with Chapter V of this Title, to which the animals are susceptible.

4. However, where the equivalence of the official health guarantees provided for by the third country concerned can be formally recognised by the EU, the specific animal health conditions may be based on those guarantees.

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts to lay down exceptional conditions for the introduction of animals and products thereof for scientific purposes, which do not comply with this Section].

Article 79
Detailed rules 

1. Where necessary, detailed rules for the uniform application of Section 1 of this Chapter and this Section may be established in accordance with the regulatory procedure referred to in Article (implementing) …

2. These rules may concern in particular:

(a) special conditions for introduction for each third country, parts thereof or group of third countries;

(b) the criteria for classifying third countries and parts thereof with regard to terrestrial animal diseases;

(c) the use of electronic documents;

(d) model animal health certificates and other documents; and

(e) Procedures and certification for transit.

CHAPTER IV

Animal health requirements for introduction into the Union of products of animal origin and pathogens 
Section 1

Animal health requirements for introduction of products of animal origin from third countries into the Union 

Article 80
General provisions

1. Products of animal origin originating from animals as laid down from previous section intended for human consumption are introduced into the EU from third countries only if they fulfil the following animal health requirements: 
(a) Come from a third country or zone of a third country, which is authorised for introduction of specified products of animal origin into the Union and listed in accordance with Article 81(2).

(b) comply with the animal health conditions of Chapter II, Section I of this Title (Articles 70-72) applicable to all stages of the production, processing and distribution of such products in the EU or if they offer equivalent animal health guarantees 

(c) comply with the specific animal health conditions in accordance to Article 84 and 

(d) are accompanied at the point of entry into the EU where the veterinary checks take place by health certificate or other documentation requested by this Regulation and its subsequent rules. 

2. If one of the requirements referred to in points (a) and (d) of the first paragraph has not been set or pending its adoption, the Member States may specify those requirements in national measures.
Article 81
List of third countries

1. A third country shall appear on a lists as referred to in Article 80 (1) (a) only if an EU audit of that country has taken place and demonstrates that the competent veterinary authority provides appropriate guarantees as regards compliance with EU legislation. 

2. The list shall be drawn up and updated in accordance with Article 75 (3).

3. The Commission shall arrange for up-to-date versions of all lists drawn up or updated in accordance with this Article to be available to the public. 

4. Lists drawn-up in accordance with paragraph (2) may be combined with other lists drawn up for animal and public health purposes and may also include models of health certificates. 

5. Requirements as referred to in this article as regards the list of the third countries for specific animal species and products of origin, designed to amend non-essential elements of this Regulation by supplementing it, shall be adopted in accordance with the regulatory procedure (delegated acts) referred to in Article ….

6. [Legal basis for adoption of detailed rules by means of delegated/implementing acts where necessary, for classifying third countries and regions thereof with regard to animal …]
Article 82
Special animal health conditions for introduction into the Union
1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts on special animal health conditions for the introduction of different categories of products of animal origin from authorised third countries into the Union.]
2. They shall take account of the following:

(a) The species of animals from which the products originate;
(b) Diseases that can possibly be spread with the type of product in question;

(c) Type and nature of the products concerned including their treatment; and
(d) The intended destination or purpose of products.
3. The special animal health conditions provided for in paragraph 1 shall be based on the disease control rules in accordance with Chapter V of this Title, to which the animals form which the products originate, are susceptible.

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for special conditions for introduction for each third country or group of third countries, having regard to the animal health situation of the third country or countries concerned in accordance with the procedure referred to in Article.]
5. However, where the equivalence of the official health guarantees provided for by the third country concerned can be formally recognised by the EU, the specific animal health conditions may be based on those guarantees.

Article 83
Animal health certificates and documents

1. All consignments of products of animal origin shall be accompanied by an animal health certificate upon their entry into the EU.

2. Animal health certificate shall meet general principles set out in Article 30 of the Regulation (EC) No. 882/2004 and specific provisions set out in this Article and shall be presented with consignments of products of animal origin.
3. The veterinary certificate shall certify that the products satisfy:

(a) the requirements laid down for such products under this Section and other provisions of the this regulation laying down animal health requirements or provisions that are equivalent to those requirements; and

(b) any special conditions for introduction into the Union established in accordance with the procedure referred to in Article …...

4. Documents may also include details required under other provisions of EU food and feed law and animal welfare legislation.

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for detailed rules in relation to:

(a) model documents, 

(b) provisions for electronic documents

(c) requirements and certification for transit.

Article 84
Specific rules on particular products and conditions for introduction into the Union
1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific rules concerning types of introduction or particular products, such as the introduction into the Union of products by travellers for non-commercial purposes or the introduction of commercial samples designed to amend non-essential elements of this Regulation, may be established in accordance with the regulatory procedure referred to in Article …

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific rules for the uniform application of this section on origin of products of animal origin and the animals from which such products are obtained may be established in accordance with the procedure referred to in Article.]
Section 2

Animal health requirements for introduction of pathogens from third countries into the Union 

Article 85
Conditions for introduction of pathogens and other products into the Union
1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for the introduction of pathogens, pathologic material from third countries into the Union taking into the consideration provisions of Section 2 of Chapter III of this Title. 

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for the introduction into the Union of material of plant origin, other material, products or equipment which, in particular on account of their subsequent destination, may give rise to the risk of spreading infectious or contagious animal diseases …..]
3. These rules shall take into account:

(a) the animal health conditions which third countries must comply with and the guarantees which must be offered, in particular the nature of any processing to be required in the light of their animal health situation,

(b) A list of the third countries which, in the light of the guarantees, may be authorised to export to the EU those products referred to in the previous paragraph.

CHAPTER V 

Disease prevention, monitoring, surveillance, eradication and control
Section 1 

General provisions
Article 86
Purpose of the chapter

This Chapter sets basic rules for: 
(a) surveillance, monitoring and eradication control programmes for terrestrial animal diseases;

(b) use of vaccination and treatment;

(c) setting of control measures to be applied in the event of an outbreak of one of the diseases listed in Article 17 ….
Article 87
Animal health surveillance scheme
1. An animal health surveillance scheme informed by science shall be applied in all farms, as appropriate for the type of keeping, breeding or production.
2. The animal health surveillance scheme referred to in paragraph 1 shall aim at the detection of:
(a) any abnormal mortality or signs of diseases in all holdings as appropriate for the type of production; and
(b) the diseases listed according to Article 17 (5) (a) and (b) in holdings where species susceptible to those diseases are present.
3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the criteria, requirements and guidelines for the frequencies of such animal health surveillance schemes, depending on the health status of the concerned zone or compartment This surveillance shall apply without prejudice to the sampling and surveillance carried out in due to notification obligations or investigation of suspicions.]
4. The animal health surveillance scheme referred to in paragraph 1 shall take account of guidelines to be drawn up by the Commission in accordance with the procedure referred to in Article ...
Section 2 
Surveillance and eradication programmes

Article 88
Surveillance and eradication programmes

1. A Member State may request to declare disease free status for diseases listed in Article 17 (5) (..).

2. A Member State has to support this request with a surveillance programme.

3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the minimum requirements and criteria requested to prove the freedom.   
4. Legal basis for adoption of detailed rules by means of delegated/implementing acts for the specific requirements for surveillance, sampling and diagnostic (disease free MS).]
Article 89
Requirements for eradication programmes

1. Member States shall draw up eradication programmes for the diseases listed in Article 17 (5) ..
2. These programmes shall contain at least the following:

(a) a description of the epidemiological situation of the disease before the date of commencement of the programme;
(b) intermediate objectives for undertaking the programme, analysis of the estimated costs of the programme taking account of its cost effectiveness and the significance of the disease; 
(c) a description and demarcation of the geographical and administrative area in which the programme is to be applied; 

(d) the likely duration of the programme;

(e) the status categories to be applied to establishments, the requirements for animals of the different susceptible species, when being introduced into a holding including the test procedures to be used;

(f) the programme sampling and testing procedures, including the extent of the breeders' involvement in implementing the control or monitoring programme;

(g) the action to be taken if, for any reason, a holding loses its status; and

(h) the measures to be taken if the results of the tests carried out under the programme are positive.

3. Member States may draw up eradication programmes for the diseases listed in Article 17 (5) (xx)
Article 90
Disease free zone or a compartment 
1. Where a Member State considers that its territory, part of its territory or a compartment is free from one of the diseases listed in Article 17 (5) (?), it may in order to be declared free of that disease, present to the Commission appropriate supporting documentation, setting out in particular:
(a) the nature of the disease and the history of its occurrence or absence in its territory,
(b) the results of surveillance and eradication programme and the period over which the surveillance was carried out,
(c) the period during which this disease was notifiable to the competent authorities, and

(d) where applicable, the period during which vaccination against the disease has been carried out and the geographical area concerned by the prohibition.

2. The Commission shall examine the documentation provided for in paragraph 1 and submit if appropriate to the Standing Committee for Food Chain and Animal Health a decision declaring free of the disease and the specific additional guarantees, which may be required for movements.  These must not exceed those which the Member State implements nationally. 

3. The Member State concerned shall notify the Commission of any significant change in the particulars specified in paragraph 1. The guarantees defined as laid down in paragraph 2 may, in the light of such notification, be amended or withdrawn under the procedure laid down in Article ….

Section 3
Measures in case of suspicion of animal disease 

Article 91
Initial control measures
1. Member States shall ensure that, in the case of a suspicion of a disease listed in accordance with Article 17  (5) (?), for that disease:
(a) immediately sets in motion an investigation to confirm the presence or absence of the disease 
(b) takes appropriate samples and examine them in a laboratory authorised by the veterinary authority in order to rule out or confirm the outbreak;
(c) pending the result of the examination provided for in point (b):
i. places the holding in which the disease is suspected and the area relevant for that disease, under official supervision and implements relevant control measures to prevent the spreading of the disease to other animals;
ii. restricts movements of terrestrial animals, their products and if relevant persons, vehicles, any material or other means by which the disease agent could have spread to or from the affected holding or area in which the disease is suspected, unless authorised by the competent authority;
iii. initiates the epizootic investigation provided for in Article 92;

iv. and takes any additional measures, including temporary control zones, which are deemed appropriate due to the nature of diseases agent and its transmission in accordance with the rules laid down in Section 7.

2. The competent authority may extend the measures provided for in paragraph 1 to other holdings should their location, their configuration or contacts with the holding where the presence of the disease has been suspected give reason to suspect possible contamination.

Article 92
Epizootic investigation
1. Member States shall ensure that the epizootic investigation initiated in accordance with Article 95 (c) (iii) of this Section is carried out. 

2. The epizootic investigation provided for in paragraph 1 shall be aimed at:
(a) determining the likely origin of the disease and means of contamination;
(b) determining the length of time during which the disease agent may have been present on a holding, other premises, means of transport, compartment or a zone before being notified or suspected;

(c) identifying contact holdings on which there are animals of susceptible species which may have become infected or contaminated 
(d) investigating the movements of animals, persons, carcases, vehicles, any material or other means by which the disease agent could have spread during the relevant period preceding the notification of the suspicion provided for in Article …;

(e) obtaining information on the presence and distribution of disease vectors as appropriate.
3. Where the epizootic investigation provided for in paragraph 1 shows that the disease may have been introduced into one or more holdings or zones, the Member State concerned shall ensure that the measures provided for in Article 91 are applied in such holdings or zones. (unless specific rules say different…) 
4. The competent authority shall inform the Commission and where necessary, the competent authority of neighbouring Member State or third country of the suspected case of disease. In that event, the Commission inform the relevant Member States or third countries to enable them to take appropriate action to apply the measures provided for in this Article within their territory.

Article 93
Maintenance of measures

The competent authority shall only withdraw the measures provided for in Article 91, where the examination provided for in paragraph (1)(b) of that Article fails to demonstrate the presence of the disease  and the disease has been officially ruled out.
Section 4
Measures in case of confirmation of animal disease 

Article 94
General measures

1. Member States shall ensure that in case of a disease listed in accordance with Article 17 (5)(f):
(a) the holding or the zone is officially declared infected;
(b) a containment zone appropriate to the disease in question is established around the infected holding, including a protection and surveillance zone;
(c) appropriate measures in accordance with Article 95 are taken on an infected holding;

(d) appropriate measures in accordance with Article 96 are taken in containment zones; and 
(e) any additional measures necessary to prevent the further spread of the disease are implemented.
2. If specific rules set down in Section 7 of this Chapter for a specific disease don't exist, the competent authority may take measures in line with the national legislation, considering the rules and principles laid down in this regulation.

3. A crisis unit shall be established in order to provide full coordination of all measures necessary to ensure eradication of the disease as quickly as possible and for the purpose of carrying out the epizootiological enquiry.
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Article 95 
Measures on a holding after official confirmation

1. Once it has been officially confirmed that one of the diseases listed in Article 17 (5)(f) is present on a holding, the competent authority shall require application of the following:
(a) measures for each particular disease in accordance with specific rules set down in Section 7 of this Chapter, which may also include:
i. movement restrictions for persons, animals, vehicles, products of animal origin, animal products, any other material or substance that may likely be contaminated and cause the spread of disease agent;
ii. killing and destroying or slaughtering of animals; 
iii. destroying or treating of any substances and waste such as animal feed, litter, manure or slurry, which is liable to be contaminated, appropriately to ensure that any agent or vector of the agent of the disease is destroyed;

iv. vaccination of animals;
(b) cleaning, disinfection, disinsectization and pest control provisions taking into consideration of the nature for each particular disease laid down in Section 7 of this Chapter.
2. When animals of susceptible species on the holding shall be killed on the spot, this shall be done without delay. The animals which have died or been killed shall be disposed of in accordance with the Regulation (EC) No. 1069/2009. These operations shall be carried out in such a way as to minimize the risk of disseminating the agent of the disease.
3. The restocking of the holding shall be authorized by the competent authority, following the specific rules laid down in Section 7 of this Chapter for particular disease. 
4. If specific rules set down in Section 7 of this Chapter for a specific disease don't exist, the competent authority may take measures in line with the national legislation considering the rules and principles laid down in this regulation.
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Article 96
Contact holdings and additional measures

1. The competent authority shall extend the measures provided for in Article 94 to other holdings should their location, their configuration or contacts with the holding where the presence of the disease has been confirmed give reason to suspect possible contamination.

2. The competent authority shall take measures in holdings with different locations but epidemiologically linked production units or adjoining holdings, where epidemiological information or other evidence gives reason to suspect possible incursion of disease agent into those holdings.  

3. The competent authority shall take measures in non-susceptible animals on infected holdings, if this is necessary to avoid spreading the disease in question as laid down in Section 7. 

Article 97
 Tracing and treatment of products and substances 
In case when this is so required in Section 7 due to the nature of disease, Member States shall ensure that the animal products, products of animal origin and substances of animals of susceptible species collected from infected holding during the period between the probable introduction of the disease to the holding and the introduction of official measures, shall be traced and processed or treated under official supervision in such a way that disease agent is destructed or inactivated and there is any risk of spreading it further to animals or humans. 
Article 98
Protection and surveillance zone

1. A restriction zone around the infected holding appropriate to the disease in question is established after the disease has officially being confirmed following the specific provisions laid down in Section 7 of this Chapter. This zone includes a protection and surveillance zone and may include further restriction zones to prevent the spread of a disease.

2. The establishment of the zones must take account of geographical, administrative, ecological and epizootiological factors relating to the disease in question, and of monitoring facilities.
3. Where the zones are situated in the territory of more than one Member State, the competent authorities of the Member States concerned shall cooperate in establishing the zones referred to in paragraph 1. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the protection zone and the surveillance zone.
4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts at the duly substantiated request of a Member State or on the Commission's initiative, to modify (in particular to reduce or increase, as appropriate) the boundaries of the zones laid down in paragraph 1 or the duration of the restriction measures, taking into account:]
(a) their geographical situation and ecological factors,
(b) the meteorological conditions,
(c) the presence, distribution and type of vectors,
(d) the results of the epizootiological studies carried out in accordance with Article 96;
(e) the results of laboratory tests,
(f) control measures actually applied.

Article 99
 Measures in protection and surveillance zone

1. Competent authorities may apply one or more measures from the following list in the protection and surveillance zone : 
(a) all holdings having animals of susceptible species shall be identified;
(b) visits to holdings having animals of susceptible species, and necessary examinations; 

(c) prohibition of the movement and transport of animals of susceptible species and exemptions from these rules;

(d) restrictions for movements from the containment zones in question
2. The extent of the measures from paragraph (1), additional specific measures, and the duration of the measures varies between different diseases and is laid down under Section 7 of this Chapter.

3. However, where the disease is transmitted by an insect vector, or when appropriate the introduction of sentinel animals should be considered. 
4. Some or all measures from paragraph (1) can be extended to further restricted zones. 

Article 100
Additional measures in a compartment or in the restriction zone 
1. In order to prevent the spread of diseases, the competent authority may, in addition to the measures provided for in this Chapter, order the implementation of additional biosecurity measures in holdings in the protection and surveillance zones and in the further restricted zones, as well as in compartments in the Member State concerned. 
2. Those measures may include restrictions on movements of vehicles or persons for feed supply, egg collection, transport to slaughterhouses of poultry, the collection for disposal of carcases and other movements of personnel, veterinarians or persons supplying farm equipment.

Article 101
Cleaning, disinfection and insecticides

1. Member States shall ensure that:

(a) the disinfectants and insecticides to be used and, where appropriate, their concentrations are authorised in line with the Directive 98/8/EC and are officially approved by the competent authority;
(b) the cleaning, disinfection and disinsectization operations are carried out under official supervision: 
i. in accordance with the instructions of the veterinary services, and
ii. in such a way as to eliminate any risk of spread or survival of the agent of the disease;
(c) on completion of the operations in (b), the official veterinarian makes sure that the measures have been carried out properly and that an appropriate period  has elapsed to ensure that the disease in question has been completely eliminated before animals of susceptible species are re-introduced.
2. Detailed procedures, for cleaning, disinfection and when appropriate disinfection, are laid down for each specific disease in Section 8 of this Chapter.  
3. Legal basis for adoption of detailed rules by means of delegated/implementing acts, if the procedures for specific diseases are not set as referred to in paragraph 2, or adoption of guidelines 
Article 102
Maintaining of measures

The measures provided for in this Section shall be maintained until:

(a) the eradication measures provided for in this Section or in the Section 9 governing specific disease have been carried out;
(b) sampling and surveillance as appropriate for the disease in question and the types of production businesses affected has been carried out in the containment area with negative results.
Section 5
Wild animals

Article 103
Wild animals

1. Where wild animals are infected or suspected of being infected, competent authorities shall take appropriate action following specific disease rules as laid down in Section 8 of this Chapter. 
2. Where wild animals are infected or suspected of being infected with diseases listed in Article 17 (5) (..) the Member State concerned shall monitor the situation, and take measures to reduce and, as far as possible, to prevent the further spreading of the disease.
3. Member States shall inform the Commission and the other Member States within the Committee referred to in Article … of the measures they have taken in accordance with paragraphs 1 and 2. 

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the actions to be taken and measures necessary to reduce or prevent further spreading of a diseases..]
Section 6
Alternative measures and national provisions

Article 104
Procedure for adoption of ad hoc epidemiological measures for diseases listed in accordance with Article 17 (5)
Legal basis for adoption of detailed rules by means of delegated/implementing acts to authorise the implementation of ad hoc measures for a limited period of time, under conditions appropriate to the epidemiological situation where:

(a) the measures provided for in this chapter are found not to be suited to the epidemiological situation; or

(b) the disease appears to be spreading despite the measures taken in accordance with this chapter.

Article 105
Provisions for limiting the impact of diseases not listed in accordance with Article 17 (5)
1. Where a disease not listed in accordance with Article 17 (5) constitutes a significant risk for the animal health situation of terrestrial animals including wildlife in a Member State, the Member State concerned may take measures to prevent the introduction of or to control that disease.

Member States shall ensure that these measures do not exceed the limits of what is appropriate and necessary to prevent the introduction of or to control the disease.
2. Member States shall notify to the Commission any measures referred to in paragraph 1 that may affect trade between Member States. Those measures shall be subject to approval in accordance with the procedure referred to in Article ..(..).
3. Approval referred to in paragraph 2 shall only be granted where the establishment of movement restrictions between the Member States is necessary to prevent the introduction of or to control the disease, and shall take into account the provisions laid down in this regulation.
Section 7
specific diseases

Article 106
Specific rules for diseases
1. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down  to provide for specific rules for monitoring, surveillance, control and eradication of of the diseases, which are of the relevance for the EU,:
(a) for monitoring, surveillance, control and eradication of specific diseases

(b) control measures to be applied in the event of an outbreak of one of the diseases as referred to in (2) or (3);

(c) certain preventive measures aimed at increasing awareness and preparedness of the competent authorities and the society for the diseases as referred to in (2) or (3).

2. Measures from paragraph 1 may apply for the following diseases:

(a) Foot and mouth disease 

(b) Classical swine fever 

(c) African swine fever

(d) African horse sickness

(e) Avian Influenza

(f) Newcastle disease 

(g) Bluetongue 

(h) Swine vesicular disease and other exotic diseases 

(i) Other diseases of different animal species.
3. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific provisions for monitoring, surveillance, control and eradication of: ]
4. These measures shall be scientifically justified and subject to timely revision taking into consideration the epidemiological situation.

Article 107
Transitional provisions
1. Pending the adoption of the act as referred in paragraph 1 of Article 106 for the control of foot and mouth disease, the provisions of the Council Directive 2003/85/EC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

2. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of classical swine fever the provisions of the Council Directive 2001/89/EC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

3. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of African swine fever the provisions of the Council Directive 2002/60/EC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

4. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of African horse sickness the provisions of the Council Directive 92/35/EEC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

5. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of avian influenza the provisions of the Council Directive 2005/94/EC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

6. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of Newcastle disease the provisions of the Council Directive 92/66/EEC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

7. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of bluetongue the provisions of the Council Directive 2000/75/EC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the disease in question. 

8. Pending the adoption of the act as referred in paragraph 1 of Article 106, for the control of swine vesicular disease and other exotic diseases the provisions of the Council Directive 92/119/EEC remain in place. This directive is repealed with the entering into force of the act referred in paragraph 1 of Article 111 for the diseases in question. 

9. Pending the adoption of the acts as referred to in paragraph 3 (a) of Article 106 for the monitoring and control of zoo noses the provisions of the Directive of Parliament and Council 2003/99/EC and Regulation 2160/2003 for control of zoo noses apply. This directive and regulation are repealed with the entering into force of the acts referred in paragraph 3   (a) of Article 111 for the diseases in question.

10. Pending the adoption of the act as referred to in paragraph 3 (b) of Article 106 for the prevention, control and eradication of transmissible spongiform encephalopathy in animals the provisions of the Regulation (EC) No. 999/2001 apply. This regulation is repealed with the entering into force of the acts referred in paragraph 3 (b) of Article 111 for the diseases in question.

TITLE III

AQUATIC ANIMALS

CHAPTER I 

Aquaculture production businesses and processing establishments

SECTION O
General Provisions

Article X
Scope

This title shall apply to Aquatic animals
Chapter I, Article 133 of chapter Chapter IV, Sections 1 to 4 of Chapter II, and Section 2 of Chapter IV shall not apply where ornamental aquatic animals are kept in pet shops, garden centres, garden ponds, commercial aquaria, or with wholesalers:

(a) without any direct contact with natural waters in the Community;

or

(b) which are equipped with an effluent treatment system minimising the risk of transmitting diseases to the natural waters to an acceptable level.
SECTION 1

 Approval and registration

Article 108
Approval of aquaculture production businesses and processing establishments

1. All aquaculture production business shall be duly approved by the competent authority in accordance with Article 109.

Where appropriate, such approval may cover several aquaculture production businesses for molluscs in a mollusc farming area.

However, dispatch centres, purification centres or similar businesses located inside a mollusc farming area shall have an individual approval.

2. All processing establishment slaughtering aquaculture animals for disease control purposes in accordance with Article 148 of Chapter IV shall be duly approved by the competent authority in accordance with Article 109.

3. All aquaculture production business and approved processing establishment shall have a unique approval number.

4. By way of derogation from the approval requirement in paragraph 1, Member States may require only the registration by the competent authority of the following:

(a) 
installations other than aquaculture production businesses, where aquatic animals are kept without the intention of being placed on the market;

(b) 
put and take fisheries;

(c) 
aquaculture production businesses which place aquaculture animals on the market solely for human consumption in accordance with of Article 1(3)(c) of Regulation (EC) No 853/2004.

In those cases, the provisions of this Regulation shall apply mutatis mutandis, taking into account the nature, characteristics and situations of the installation, put and take fishery or business concerned and the risk of spreading aquatic animal diseases to other populations of aquatic animals as a result of its operation.

Article 109
Approval conditions

1. An approval  as provided for in Article 112(1) and (2), shall only be granted by the competent authority if the aquaculture production business operator or approved processing establishment operator:

(a) 
fulfils the relevant requirements of Articles 10, 116, and 133;
(b) 
has a system in place which enables the operator to demonstrate to the competent authority that those relevant requirements are being fulfilled; and

(c) 
remains under the supervision of the competent authority.
2. Approval shall not be granted if the activity in question were to lead to an unacceptable risk of spreading diseases to farms, mollusc farming areas or to wild stocks of aquatic animals in the vicinity of the farm or mollusc farming area.

However, before a decision to refuse approval is taken, consideration shall be given to risk-mitigation measures, including possible alternative siting of the activity in question.

3. Member States shall ensure that the aquaculture production business operator or approved processing establishment operator submits all relevant information in order to allow the competent authority to assess that the conditions for approval are fulfilled. 

Article 110
Register

1. The Member States shall establish, keep up to date and make publicly available a register of aquaculture production businesses and approved processing establishments. 

Article 111
Official controls

1. In accordance with Article 3 of Regulation (EC) No 882/2004, official controls on aquaculture production businesses and approved processing establishments shall be carried out by the competent authority.

2. The official controls provided for in paragraph 1 shall at least consist of regular inspections, visits, audits, and where appropriate, sampling, for each aquaculture production business, taking account of the risk the aquaculture production business and approved processing establishment poses in relation to the contracting and spreading of diseases. Recommendations for the frequencies of such controls, depending on the health status of the concerned zone or compartment, are laid down in Part B of Annex III.

Section 2  

Traceability
Article 112
Recording obligations - Traceability

1. Aquaculture production businesses shall keep a record of:

(a) 
all movements of aquaculture animals and products thereof into and out of the farm or mollusc farming area;

(b) 
the mortality in each epidemiological unit as relevant for the type of production; and

 (c) 
the results of the risk-based animal health surveillance scheme provided for in Article 130.
2. Approved processing establishments keep a record of all movement of aquaculture animals and products thereof into and out of such establishments.

3. Transporters of aquaculture animals shall keep a record of:

(a) 
mortality during transport, as practicable for the type of transport and the species transported;

(b) 
farms, mollusc farming areas and processing establishments visited by the means of transport; and


(c) 
any water exchange during transport, in particular the sources of new water and site of release of water.

4. All movements of animals recorded by the aquaculture production business operators as provided for in paragraph 1(a) shall be registered in such a way that the tracing of the place of origin and destination can be guaranteed. The competent authority may require such movements to be recorded on a national register and kept in a computerised form.

Article XX

Implementing powers

1. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down Those rules may, in particular, relate to the following:

(a) detailed requirements for approvals

(b) harmonised format for the register of aquaculture production businesses and authorised processing establishments

(c) (…..)
CHAPTER II 

Animal health requirements for placing on the market of aquaculture animals and products thereof

Section 1 

General provisions

Article 113
Scope

1. Unless otherwise provided, this Chapter shall apply only to the diseases and the species susceptible thereto listed in accordance with Article 17(5)(  ). 

2. Member States may allow the placing on the market for scientific purposes of aquaculture animals and products thereof, which do not comply with this Chapter under the strict supervision of the competent authority. 

3. The competent authority shall ensure that such placing on the market does not jeopardise the health status with regard to the diseases listed in accordance with Article 17(5)(  )of aquatic animals at the place of destination or at places of transit.
Any such movements between Member States shall not take place without prior notification of the competent authorities of the Member States concerned.

4. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific conditions for the application of this Section in relation to the movements of laboratory animals, taking into the consideration their specific use and controlled environment in which they are kept. 

Article 114
General requirements for the placing of aquaculture animals on the market

1. Member States shall ensure that the placing on the market of aquaculture animals and products thereof does not jeopardise the health status of aquatic animals at the place of destination with regard to the diseases listed in accordance with Article 17(5)(  ).

2. Detailed rules on the movement of aquaculture animals are laid down in this Chapter, in particular relating to movements between Member States, zones and compartments with different health status. 

3. For the purpose of this Regulation, the different health status categories shall be identified as follows,

(a) 
'category I', means Member States, zones and compartments disease free in accordance with Articles 137 or 138,

(b)
'category II' means Member States, zones and compartments subject to a surveillance programme established in accordance with Article 134(1) 

(c) 
'category III' means Member States, zones and compartments with an undetermined health states, by not falling within any of the other health status categories,

(d) 
'category IV' means Member States, zones and compartments subject to a eradication programme established in accordance with Article 134(2).

(e) 
'category V' means Member States, zones and compartments being subject to containment measures according to Article 154.

Article 115
Disease prevention requirements in relation to transport

1. Aquaculture animals shall be transported:

(a) 
in such a way that the necessary disease prevention measures are applied during the transport of aquaculture animals in order not to alter the health status of those animals during transport, and to reduce the risk of spreading diseases; and

(b) 
under conditions which neither alter their health status nor jeopardise the health status of the place of destination, and where appropriate, of places of transit.


This paragraph shall also apply to diseases and the species susceptible
thereto not listed in accordance with Article 17(5)(  ).

2. Any water exchanges during transport shall be carried out at places and under conditions which do not jeopardise the health status of:

(a) 
the aquaculture animals being transported;

(b) 
any aquatic animals at the place of water exchange; and

(c) 
aquatic animals at the place of destination.

Article 116
Animal health certification

1. The placing on the market of aquaculture animals shall be subject to animal health certification when the animals are introduced into a Member State, zone or compartment  of health status categories I, II, IV and the aquaculture animals either susceptible to or may act as vectors for the diseases in question for:

(a) 
farming and restocking purposes; or

(b)
further processing before human consumption, unless:

(i) 
as regards fish, they are slaughtered and eviscerated before dispatch;

(ii) 
as regards molluscs and crustaceans, they are dispatched as unprocessed or processed products.
2. The placing on the market of aquaculture animals shall be subject to animal health certification when the animals are allowed to leave an area subject to the control provisions provided for in Sections 6, 7, 8 and 9 of Chapter IV.

This paragraph shall also apply to diseases and the species susceptible thereto not listed in accordance with Article 17(5)(  ).

3. The following movements shall be subject to notification under the computerised system provided for in the TRACES system:

(a) 
movements of aquaculture animals between Member States where animal health certification is required in accordance with paragraphs 1 or 2 of this Article; and

(b) 
all other movements of live aquaculture animals for farming or restocking purposes between Member States where no animal health certification is required under this Regulation.

4. Member States may decide to use the computerised system provided for in paragraph 3 to trace movements taking place entirely within their territory.

5. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down particular in a model for such certificates, may be drawn up taking into account the general principles set out in Article 30 of the Regulation (EC) No. 882/2004 ]Certificates may include details required in accordance with other EU public health and animal welfare legislation.
Section 2

Aquaculture animals intended for farming and restocking

Article 117
General requirements for the placing of aquaculture animals on the market for farming and restocking

1. Without prejudice to the provisions laid down in Chapter V, aquaculture animals shall only be placed on the market for farming when they are:

(a) 
clinically healthy; and

(b) 
do not come from a farm or mollusc farming area where there is any unresolved increased mortality.


This paragraph shall also apply in relation to diseases and the species susceptible thereto not listed in Accordance with Article 17(5)(  ).

2. By way of derogation from paragraph 1(b), Member States may allow such placing on the market, based on an assessment of risk, provided that the animals originate from a part of the farm or mollusc farming area independent of the epidemiological unit where the increased mortality has occurred.

3. Aquaculture animals intended for destruction or slaughter in accordance with the disease control measures provided for in Chapter V shall not be placed on the market for farming and restocking purposes.

4. Aquaculture animals may only be released into the wild for restocking purposes or into put and take fisheries if they:

(a) 
comply with the requirements in paragraph 1; and

(b) 
come from a farm or mollusc farming area with a health status as referred to in Article 118(3), at least equivalent to the health status of the waters in which they are to be released.


However, Member States may decide that the aquaculture animals shall come from a zone or compartment declared disease-free in accordance with Articles 136 or 137. The competent authority may also decide to apply this paragraph to programmes drawn up and applied in accordance with Article 43.

Article 118
Introduction of aquaculture animals of species susceptible to a specific disease into areas free of that disease or under a surveillance or eradication programmes
1. In order to be introduced for farming or restocking into a Member State, zone or compartment[ declared free of a specific disease in accordance with Articles .. or …] [of health status categories I, II and IV], aquaculture animals of species susceptible thereto shall originate from another Member State, zone or compartment also declared free of that disease.

2. Where it can be scientifically justified that species susceptible to the specific disease at certain life stages do not transmit that disease, paragraph 1 shall not apply to those life stages. 



Article 119
Introduction of live aquaculture animals of vector species into disease-free areas

1. Where scientific data or practical experience substantiates that species other than those referred to in Accordance with Article 17(5)(  ) may be responsible for the transmission of a specific disease by acting as vector species,  animals of such vector species shall where introduced for farming or restocking purposes into a Member State, zone or compartment [declared free of that specific disease in accordance with Articles 137 or 138][of health status categories I, II and IV],:

(a) 
originate from another Member State, zone or compartment declared free of that specific disease; or

(b) 
be held in quarantine facilities in water free of the pathogen in question, for an appropriate period of time, where, in the light of the scientific data or practical experience provided, this proves to be sufficient to reduce the risk of transmission of the specific disease to a level acceptable for preventing the transmission of the disease concerned.

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down a list of vector species and life stages of such species to which this Article applies and, where appropriate, the conditions under which those species can transmit a disease, and when necessary amended taking into account scientific and technological developments 

3. Pending the possible inclusion of a species on the list referred to in paragraph 2, the Commission may decide in accordance with the procedure referred to in Article .....), to allow Member States to apply the provisions provided for in paragraph 1.

Section3

Aquaculture animals and products thereof intended for human

consumption

Article 120
Aquaculture animals and products thereof placed on the market for further processing before human consumption

1. Aquaculture animals of species susceptible to one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ), and products thereof, may only be placed on the market for further processing in a Member State, zone or compartment [declared free of those diseases in accordance with Articles 1.. or 1..][of health status categories I, II and IV], if they comply with one of the following conditions:

(a) 
they originate from another Member State, zone or compartment declared free of the disease in question;

(b) 
they are processed in an approved processing establishment under conditions which prevent the spreading of diseases;

(c) 
as regards fish, they are slaughtered and eviscerated before dispatch; or

(d) 
as regards molluscs and crustaceans, they are dispatched as unprocessed or processed products.

2. Live aquaculture animals of species susceptible to one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ) which are placed on the market for further processing in a Member State, zone or compartment [declared free of those diseases in accordance with Articles 1.. or 1..][of health status categories I, II and IV], may only be temporarily stored at the place of processing if:

(a) 
they originate from another Member State, zone, or compartment declared free of the disease in question; or

(b) 
they are temporarily kept in dispatch centres, purification centres or similar businesses which are equipped with an effluent treatment system inactivating the pathogens in question, or where the effluent is subject to other types of treatment reducing the risk of transmitting diseases to the natural waters to an acceptable level.

Article 121
Aquaculture animals and products thereof placed on the market for human consumption without further processing

1. This section shall not apply where aquaculture animals of species susceptible to one or more of the diseases listed in Accordance with Article 17(5)(  ), or products thereof, are placed on the market for human consumption without further processing, provided that they are packed in retail-sale packages which comply with the provisions for packaging and labelling provided for in Regulation (EC) No 853/2004.

2. Where live molluscs and crustaceans of species susceptible to one or more of the diseases listed in Accordance with Article 17(5)(  ) are temporarily relayed in Union waters, or introduced into dispatch centres, purification centres or similar businesses, they shall comply with Article 124(2).

Section4

Wild aquatic animals

Article 122
Release of wild aquatic animals in Member States, zones or compartments declared disease-free

1. Wild aquatic animals of species susceptible to one or more of the diseases listed in Accordance with Article 17(5)(  ) caught in a Member State or zone or compartment not declared disease-free in accordance with Articles 13.. or 13.. shall be placed in quarantine under the supervision of the competent authority in suitable facilities, for a period of time sufficient to reduce to an acceptable level the risk of transmission of the disease, before they may be released into a farm or mollusc farming area situated in a Member State, zone, or compartment [declared free from that disease in accordance with Articles 13.. or 13..] [of health status categories I, II and IV].

2. The Member States may allow traditional extensive lagoon aquaculture practice, without the quarantine provided for in paragraph 1, provided a risk assessment is undertaken and that the risk is considered not higher than what is expected from the application of paragraph 1.

SECTION 5

Ornamental aquatic animals

Article 123
Placing on the market of ornamental aquatic animals

1. The placing on the market of ornamental aquatic animals must not jeopardise the health status of aquatic animals with regard to the diseases listed in Accordance with Article 17(5)(  ).

2. This Article shall apply also in relation to diseases not listed in Accordance with Article 17(5)(  ).

Section 6

Animal health requirements for pathogens

Article xx

Pathogens

Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for movement of pathogens and pathological material in the EU in particular to address research and scientific purposes, inter- and intra-laboratory controls and provisions of laboratory accreditation designed to amend non-essential elements of this Regulation 
CHAPTER III 

Introduction of aquaculture animals and products thereof into the union from third countries
Section 1 
requirements for introduction of aquaculture animals and products thereof from third countries
Article 124
General requirements for introduction of aquaculture animals and products thereof from third countries

Aquaculture animals and products thereof shall be introduced into the Union only from third countries or parts of third countries that appear on a list drawn up and updated in accordance with the procedure referred to Article …..

Article 125
Lists of third countries and parts of third countries from which introduction of aquaculture animals and products thereof is permitted

1. A third country, or a part of a third country, shall appear on the list provided for in Article 124 only if a Union assessment of that country, or that part of a third country, has demonstrated that the competent authority provides appropriate guarantees as regards compliance with the relevant animal health requirements of Union legislation.

2. The Commission may decide if an inspection is necessary to complete the assessment of the third country, or part of the third country, provided for in paragraph 1.

3. When drawing up or updating the lists provided for in Article 124, particular account shall be taken of:

(a) 
The legislation of the third country;

(b) 
the organisation of the competent authority and its inspection services in the third country, the powers of these services, the supervision to which they are subject, and the means at their disposal, including staff capacity, to apply their legislation effectively;

(c) 
The aquatic animal health requirements in force that apply to the production, manufacture, handling, storage and dispatch of live aquaculture animals intended for the Union;

(d) 
The assurances which the competent authority of the third country may give regarding compliance or equivalence with the relevant aquatic animal health conditions;

 (e) 
Any experience of marketing live aquaculture animals from the third country and the results of any import controls carried out; 

(f) 
the results of the Union assessment, in particular the results of the assessment carried out by the competent authorities of the third country concerned or, where the Commission so requests, the report submitted by the competent authorities of the third country on any inspections carried out;

(g) 
the health status of farmed and wild aquatic animals in the third country, with particular regard to exotic animal diseases and any aspects of the general aquatic animal health situation in the country which might pose a risk to aquatic animal health in the Union;

(h) 
the regularity, speed and accuracy with which the third country supplies information on the existence of infectious or contagious aquatic animal diseases in its territory, particularly the diseases subject to notification, listed by the World Organisation for Animal Health (OIE); and

(i) 
The rules on the prevention and control of aquatic animal diseases in force in the third country and their implementation, including rules on imports from other countries.

4. The Commission shall arrange for all lists to be drawn up or updated in accordance with Article 124 and made available to the public.

5. Lists drawn up in accordance with Article 124 may be combined with other lists drawn up for animal and public health purposes.

Article 126
Documents

1. All consignments of aquaculture animals and products thereof shall be accompanied by a document containing an animal health certificate upon their entry into the Union.

2. The animal health certificate shall certify that the consignment satisfies:

(a) 
the requirements laid down for such commodities under this Regulation; and

(b) 
any special import conditions established in accordance with Article 131(a).
3. The document may include details required under other provisions of Union public and animal health legislation.

Article 127
Detailed rules

1. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down the uniform application of this Chapter, 

These rules may concern in particular:

2. special import conditions for each third country, parts thereof or group of third countries;

(b) 
The criteria for classifying third countries and parts thereof with regard to aquatic animal diseases;

(c) 
The use of electronic documents;

(d) 
Model animal health certificates and other documents; and

(e) 
Procedures and certification for transit.

Section 2

Animal health requirements for introduction pathogens from third countries into the Union 

Article XX
Conditions for introduction of  pathogens and other products into the Union
1. [Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for the introduction of pathogens and pathologic material from third countries into the Union taking into the consideration provisions of Section 2 of Chapter III of this Title. 

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down special animal health conditions for the introduction into the Union of other products which, in particular on account of their subsequent destination, may give rise to the risk of spreading infectious or contagious animal diseases.]
3. These rules shall take into account:
(c) the animal health conditions which third countries must comply with and the guarantees which must be offered, in particular the nature of any processing to be required in the light of their animal health situation,
(d) a list of the third countries which, in the light of the guarantees, may be authorised to export to the EU those products referred to in the previous paragraph.

CHAPTER IV 

Disease prevention, monitoring, surveillance, eradication and control
Section 1
General provisions

Article 128
Purpose of the chapter
This Chapter sets basic rules for: 
(d) surveillance, monitoring and eradication control programmes for aquatic animal diseases;

(e) use of vaccination and treatments;

(f) setting of control measures to be applied in the event of an outbreak of one of the diseases listed in Article 17 (5) (a).

Article 129
Animal health surveillance scheme

1. A risk-based animal health surveillance scheme shall be applied in all farms and mollusc farming areas, as appropriate for the type of production.

2. The risk-based animal health surveillance scheme referred to in paragraph 1 shall aim at the detection of:

(a) 
any increased mortality in all farms and mollusc farming areas as appropriate for the type of production; and

(b) 
the diseases listed in Accordance with Article 17(5)(  ), in farms and mollusc farming areas were species susceptible to those diseases are present.

3. This surveillance shall apply without prejudice to the sampling and surveillance carried out due to notification obligations or surveillance to demonstrate or support disease-free status.

4. [Legal basis for adoption of detailed rules by means of delegated/implementing acts to adopt the necessary and appropriate provisions aiming at reaching a uniform application in the Union of this Article. Those rules may, in particular, relate to the following:]
(a)
recommendations for the frequencies of such animal health surveillance schemes, depending on the health status of the concerned zone or compartment 

(b)
guidelines on risk categorisation of farms and mollusc farming areas

(c)
(….)

Section 2

Surveillance and eradication programmes

Article 130
Drawing up and approval of surveillance and eradication programmes

1. Where a Member State not known to be infected but not declared free (category III as referred to in Article114 (3)) of one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ) draws up a surveillance programme for achieving disease-free status for one or more of those diseases, it shall submit that programme for approval in accordance with the procedure referred to in Article .......

Such programmes may also be amended or terminated in accordance with that procedure.

The specific requirements for surveillance, sampling and diagnostic shall be those provided for in Article 133(3).

However, where a programme provided for in this paragraph is to cover individual compartments or zones, which comprise less than 75 % of the territory of the Member State, and the zone or compartment consists of a water catchment area not shared with another Member State or third country, the procedure referred to in Article 138(2) shall apply for any approval, or amendment or termination of such programme.

2. Where a Member State known to be infected (category V as referred to in Article114(3)) by one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ), draws up an eradication programme for one or more of those diseases, it shall submit that programme for approval. [Legal basis for adoption of detailed rules by means of delegated/implementing acts for approval 

Such programmes may also be amended or terminated in accordance with that procedure.]
3. An overview of the programmes approved in accordance with paragraphs 1 and 2 of this Article shall be made available at Union level in accordance with the procedures provided for in Article 139.

4. From the date of approval of the programmes referred to in this Article, the requirements and measures provided for in Article 116, Sections 2, 3, 4 and 5 of Chapter II, Section 5 of Chapter V, and Article 149(1) in relation to areas declared disease-free shall apply to the areas which are covered by the programmes.

Article 131
Content of programmes
Programmes shall not be approved unless they contain at least the following:

(a) 
a description of the epidemiological situation of the disease before the date of commencement of the programme;

(b) 
an analysis of the estimated costs and the anticipated benefits of the programme;

(c) 
the likely duration of the programme and the objective to be attained by the completion date of the programme; and

(d) 
a description and demarcation of the geographical and administrative area in which the programme is to be applied.

Article 132
Period of application of programmes

1. Programmes shall continue to be applied until:

(a) 
the requirements for disease freedom set out in this Regulation and implementing rules have been fulfilled, and the Member State, zone or compartment is declared free of the disease; or

(b) 
the programme is withdrawn, namely if it no longer fulfils its purpose, by the competent authority of the Member State concerned, or by the Commission.

2. If the programme is withdrawn as provided for in paragraph 1(b), the Member State concerned shall apply the containment measures in Article 150 from the date of withdrawal of the programme.
Section 3 

Disease-free status

Article 133
Disease-free Member State

1. Legal basis for a Member State shall be declared free of one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ).., if paragraph 2 of this Article is complied with and:

(a) 
none of the species susceptible to the disease(s) in question is present in its territory; or

(b) 
the pathogen is known not to be able to survive in the Member State, and in its water source; or

(c) 
absence of the disease is demonstrated by targeted surveillance which has been in place for at least a period of two years without detection of the disease agent in farms, or in mollusc farming areas that rears any of the susceptible species

2. Where neighbouring Member States, or water catchment areas shared with neighbouring Member States, are not declared disease free, the Member State shall establish appropriate buffer zones in its territory. The demarcation of buffer zones shall be such that they protect the disease-free Member State from passive introduction of the disease.

3. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down specific requirements for surveillance, buffer zones, sampling and diagnostic methods that shall be used by Member States to declare disease-free status.........

Article 134
Disease-free zone or compartment

1. A Member State may declare a zone or a compartment within its territory free of one or more of the non-exotic diseases listed in Accordance with Article 17(5)(  ), where:

(a) 
none of the species susceptible to the disease(s) in question is present in the zone or compartment, and where relevant in its water source; or

(b) 
the pathogen is known not to be able to survive in the zone or compartment, and where relevant in its water source; or

 (c) 
freedom of disease is demonstrated by targeted surveillance has been in place for at least a period of two years without detection of the disease agent in farms, or in mollusc farming areas that rears any of the susceptible species.

(d) 
the farm commences and recommences it's activities and comply with the detailed requirements established in accordance with the procedure laid down in Article…..
2. A Member State shall submit the declaration referred to in paragraph 1 to the Standing Committee on Food Chain and Animal Health in accordance with the following procedure:

(a) 
the declaration shall be supported by evidence in a form to be determined in accordance with the procedure referred to in Article ...... and be accessible by electronic means to the Commission and Member States, in accordance with the requirements of Article 59;

(b) 
the Commission shall add the notification of the declaration to the agenda of the next meeting of the Committee referred to in Article ......... as an information point. The declaration shall take effect 60 days after the date of the meeting;

(c) 
within this period, the Commission or Member States may seek clarification or additional information on the supporting evidence from the Member State making the declaration;

(d) 
where written comments are made by at least one Member State, or the Commission, within the period referred to in point (b) indicating significant objective concerns related to the supporting evidence, the Commission and the Member States concerned shall together examine the submitted evidence in order to resolve the concerns. In that case, the period referred to in point (b) may be prolonged for 30 days. Such comments shall be submitted to the declaring Member State and to the Commission;

(e) 
if the arbitration referred to in point (d) fails, the Commission may decide to make an on-the-spot inspection in accordance with Article 58 to verify the compliance of the declaration submitted with the criteria set out in paragraph 1, unless the declaring Member State withdraws its declaration;

(f) 
where necessary in the light of the results achieved, a decision in accordance with the procedure referred to in Article ....... shall be taken, to suspend the self-declaration of the disease-free status of the zone or compartment concerned.

3. Where the zone(s) or compartment(s) referred to in paragraph 1 comprise more than 75 % of the territory of the Member State, or if the zone or compartment consists of a water catchment area shared by another Member State or third country, the procedure referred to in paragraph 2 shall be replaced by the procedure referred to in Article .........

4. The specific requirements of the surveillance, sampling and diagnostic methods used by Member States to obtain disease-free status in accordance with this Article shall be laid down in accordance with the procedure referred to in Article ........

Article 135
Lists of disease-free Member States, zones or compartments

1. Each Member State shall establish and maintain an updated list of zones and compartments declared disease-free in accordance with Article 138(2). Such lists shall be made publicly available.

2. The Commission shall draw up and update a list of Member States, zones or compartments declared disease-free in accordance with Articles 137 or 138(3), and shall make the list publicly available.

Article 136
Maintenance of disease-free status

A Member State that is declared free from one or more non-exotic diseases listed in Accordance with Article 17(5)(  ) in accordance with Article 137 may discontinue targeted surveillance and maintain its disease-free status provided that the conditions conducive to clinical expression of the disease in question exist, and the relevant provisions of this Regulation are implemented.

However, for disease-free zones or compartments in Member States not declared disease-free, and in all cases where conditions are not conducive to clinical expression of the disease in question, targeted surveillance shall be continued in accordance with the methods provided for in Articles 137(3) or 138(4) as appropriate, but at a level commensurate with the degree of risk.

Article 137
Suspension and restoration of disease-free status

1. Where a Member State has reason to believe that any of the conditions for maintaining its status as a disease-free Member State, zone or compartment have been breached, that Member State shall immediately suspend trade in susceptible species and vector species to other Member States, zones or compartments with a higher health status for the disease in question as referred to in Article 114(3) and apply the provisions of Sections 4 and 6 of Chapter IV.

2. Where the epizootic investigation provided for in Article 140(1) confirms that the suspected breach has not taken place, the disease-free status of the Member State, zone or compartment shall be restored.

3. Where the epizootic investigation confirms a significant likelihood that infection has occurred, the disease-free status of the Member State, zone or compartment shall be withdrawn, in accordance with the procedure under which that status was declared. The requirements laid down in or in accordance with Articles 133 or 134, shall be complied with before the disease-free status is restored.
Section 4
[Measures in case of suspicion of animal disease][Suspicion of a listed disease – epizootic investigation]

Article 138
Initial control measures

1. The competent authority shall ensure that, in the case of a suspicion of an exotic disease listed in Accordance with Article 17(5)(  ) or, in the case of suspicion of a non-exotic disease listed in Accordance with Article 17(5)(  ) in Member States, zones or compartments with a health status of either category I or III as referred to in Article 118(3), for that disease:

(a) appropriate samples are taken and examined in a laboratory designated in accordance with Article 57;

(b) pending the result of the examination provided for in point (a):

i. the farm, or mollusc farming area, in which the disease is suspected, is placed under official surveillance and relevant control measures are implemented to prevent the spreading of the disease to other aquatic animals;

ii. no aquaculture animals are allowed to leave or enter the affected farm or mollusc farming area in which the disease is suspected, unless authorised by the competent authority;

iii. the epizootic investigation provided for in Article 144 is initiated.

Article 139
Epizootic investigation

1. Member States shall ensure that the epizootic investigation initiated in accordance with Article 138(b)(iii) is carried out where the examination provided for in Article 138(a) shows the presence of:

(a) 
an exotic disease listed in Accordance with Article 17(5)(  ) in any Member State; or

(b) 
a non-exotic disease listed in Accordance with Article 17(5)(  ) in Member States, zones or compartments with a health status of either category I or III, as referred to in Article 114(3), for the disease in question.

2. The epizootic investigation provided for in paragraph 1 shall be aimed at:

(a) 
determining the possible origin and means of contamination;

(b) 
investigating whether aquaculture animals have left the farm or mollusc farming area during the relevant period preceding the notification of the suspicion provided for in Article 30(1);

(c) 
investigating whether other farms or  molluscs farming areas have been infected.

3. Where the epizootic investigation provided for in paragraph 1 shows that the disease may have been introduced into one or more farms, mollusc farming areas or unenclosed waters, the Member State concerned shall ensure that the measures provided for in Article 143 are applied in such farms, mollusc farming areas or unenclosed waters.

In the case of extensive water catchment areas or coastal areas, the competent authority may decide to limit the application of Article 138 to a less extensive area in the vicinity of the farm or the mollusc farming area suspected of being infected, where it considers that such less extensive area is sufficiently large to guarantee that the disease does not spread.

4. Where necessary, the competent authority of neighbouring Member States or third countries shall be informed of the suspected case of disease.

In that event, the competent authorities of the Member States involved shall take appropriate action to apply the measures provided for in this Article within their territory.

Article 140
Lifting restrictions

The competent authority shall lift the restrictions provided for in Article 138(b) where the examination provided for in point (a) of that Article fails to demonstrate the presence of the disease. 

Section 5
 Minimum control measures in the case of confirmation of exotic diseases in aquaculture animals

Article 141
Introductory provision

This Section shall apply in the case of confirmation of an exotic disease listed in accordance with Article 17(5)(  ) in aquaculture animals.

Article 142
General measures

The competent authority shall ensure that:

(a) 
the farm or mollusc farming area is officially declared infected;

(b) 
a containment area appropriate to the disease in question is established, including a protection zone and surveillance zone, around the farm or mollusc farming area declared infected;

(c) 
no restocking takes place and no aquaculture animals are moved into, within, and out of the containment area unless authorised by the competent authority; and

(d) 
any additional measures necessary to prevent the further spread of the disease are implemented.

Article 143
Harvesting and further processing

1. Aquaculture animals which have reached commercial size and show no clinical sign of disease may be harvested under the supervision of the competent authority for human consumption, or for further processing.

2. Harvesting, introduction into dispatch centres or purification centres, further processing and any other related operations involved in the preparation of the aquaculture animals for entry into the food chain shall be carried out under conditions which prevent the spread of he pathogen responsible for causing the disease.

3. Dispatch centres, purification centres or similar businesses shall be equipped with an effluent treatment system inactivating the pathogen responsible for causing the disease, or the effluent shall be subject to other types of treatment reducing the risk of transmitting diseases to the natural waters to an acceptable level.

4. Further processing shall be performed in approved processing establishments.

Article 144
Removal and disposal

1. Dead fish and crustaceans, as well as live fish and crustaceans showing clinical signs of disease, must be removed and disposed of under the supervision of the competent authority in accordance with Regulation (EC) No 1069/2009, as soon as possible in accordance with the contingency plan provided for in Article 36 of this Regulation.

2. Aquaculture animals which have not reached commercial size and do not show clinical signs of disease shall, in an appropriate timeframe taking into account the type of production and the risk such animals pose for further spread of the disease, must be removed and disposed of under the supervision of the competent authority in accordance with Regulation (EC) No 1069/2009, and the contingency plan provided for in Article 36 of this Regulation.

Article 145
Fallowing

Where possible, infected farms or mollusc farming areas shall undergo an appropriate period of fallowing after being emptied and, where appropriate, cleansed and disinfected.

For farms or mollusc farming areas rearing aquaculture animals not susceptible to the disease in question, decisions on fallowing shall be based on a risk assessment.

Article 146
Protection of aquatic animals

Member States shall take the necessary measures to prevent the spreading of diseases to other aquatic animals.

Article 147
Lifting measures

The measures provided for in this Section shall be maintained until:

(a) 
the eradication measures provided for in this Section have been carried out;

(b) 
sampling and surveillance as appropriate for the disease in question and the types of aquaculture production businesses affected has been carried out in the containment area with negative results.

Section 6
Minimum control measures in the case of confirmation of non- exotic diseases in aquaculture animals

Article 148
General provisions

1. 1. In the case of confirmation of a non-exotic disease listed in Accordance with Article 17(5)(  ) in a Member State, zone or compartment declared free of that disease, the Member State concerned shall either:

(a) 
apply the measures provided for in Section 5 in order to regain such disease-free status, or

(b) 
draw up an eradication programme in accordance with Article 130(2).

2. By way of derogation from Article 144(2), where a Member State decides to apply the measures provided for in Section 5, it may allow clinically healthy animals to be raised to market size before slaughter for human consumption or to be moved to another infected zone or compartment. In such cases, measures shall be taken to reduce and as far as possible, prevent the further spreading of the disease.

3. Where the Member State concerned does not wish to regain disease-free status, Article 149 shall apply.

Article 149
Containment measures

In the case of confirmation of a non-exotic disease listed in Accordance with Article 17(5)(  ) in a Member State, zone or compartment not declared free of that disease, the Member State concerned shall take measures to contain the disease.

Those measures shall at least consist of:

(a) 
declaring the farm or mollusc farming area to be infected;

(b) 
establishing a containment area appropriate to the disease in question, including a protection zone and surveillance zone around the farm or mollusc farming area declared infected;

(c) 
restricting the movement of aquaculture animals from the containment area to the effect that such animals may only be:

(i) 
introduced into farms or mollusc farming areas in accordance with Article 12(2); or

(ii) 
harvested and slaughtered for human consumption in accordance with Article 144(1);

(d) 
the removal and disposal of dead fish and crustaceans, under the supervision of the competent authority in accordance with Regulation (EC) No 1069/2009, in an appropriate timeframe taking into account the type of production and the risk such dead animals pose for further spread of the disease. 

Section 7
Minimum control measures in the case of confirmation of diseases listed in Accordance with Article 17(5)(  ) in wild aquatic animals

Article 150
Control of diseases listed in Accordance with Article 17(5)(  ) in wild aquatic animals

1. Where wild aquatic animals are infected or suspected of being infected with exotic diseases listed in Accordance with Article 17(5)(  ), the Member State concerned shall monitor the situation, and take measures to reduce and, as far as possible, to prevent the further spreading of the disease.

2. Where wild aquatic animals are infected or suspected of being infected with non-exotic diseases listed in Accordance with Article 17(5)(  ) in a Member State, zone or compartment declared free of that disease, the Member State shall also monitor the situation and take measures to reduce, and as far as possible, to prevent the further spreading of the disease.

3. Member States shall inform the Commission and the other Member States within the Committee referred to in Article ...... of the measures they have taken in accordance with paragraphs 1 and 2.
Section 8
Control measures in case of emerging diseases

Article 150
Emerging diseases

1. Member States shall take appropriate measures to control an emerging disease situation and prevent that disease from spreading, where the emerging disease in question has the potential to jeopardise the health situation of aquatic animals.

2. In the case of an emerging disease situation, the Member State concerned shall inform the Member States, the Commission and EFTA Member States without delay thereof, where the findings are of epidemiological significance to another Member State.

3. Within four weeks of informing the other Member States, the Commission and EFTA Member States as required in paragraph 2, the matter shall be brought to the attention of the Committee referred to in Article ....... 

4. The Commission can take necessary [temporary] implementing measures to control and prevent the further spread of the emerging disease situation in the EU. Such measures may include:
(a) 
obligation to investigate any suspicion of the detection of this emerging disease situation;

(b)
notification obligation of any occurrence of the emerging disease situation;

(c)
containment measures;

(d)
specific movement restrictions;

(e)
establishment of surveillance programmes (obligatory or voluntary);

(f)
any other measures, such as …??

5. Where appropriate, the list set out in Accordance with Article 17(5)(  ) shall be amended in accordance with the procedure referred to in Article ........ to include the emerging disease in question or a new susceptible host species to a disease already listed in that Annex.

Section 9
Alternative measures and national provisions

Article 151
Procedure for adoption of ad hoc epidemiological measures for diseases listed in Accordance with Article 17(5)(  )

A decision may be adopted in accordance with the procedure referred to in Article .........)  to authorise the implementation of ad hoc measures for a limited period of time, under conditions appropriate to the epidemiological situation where:

(a) 
the measures provided for in this chapter are found not to be suited to the epidemiological situation; or

(b) 
the disease appears to be spreading despite the measures taken in accordance with this chapter.

Article 152
Provisions for limiting the impact of diseases not listed in Accordance with Article 17(5)(  )

1. Where a disease not listed in Accordance with Article 17(5)(  ) constitutes a significant risk for the animal health situation of aquaculture or wild aquatic animals in a Member State, the Member State concerned may take measures to prevent the introduction of or to control that disease.

Member States shall ensure that these measures do not exceed the limits of what is appropriate and necessary to prevent the introduction of or to control the disease.

2. Member States shall notify to the Commission any measures referred to in paragraph 1 that may affect trade between Member States. Those measures shall be subject to approval in accordance with the procedure referred to in Article .........

3. Approval referred to in paragraph 2 shall only be granted where the establishment of intra-Union trade restrictions is necessary to prevent the introduction of or to control the disease, and shall take into account the provisions laid down in Chapters I, II, III and  IV.

Section 10
Electronic management

Article 153
Electronic management

1. Member States shall ensure that all procedures and formalities relating to making the information provided for in Article 114, Article 138(2) and Article 139(1) available by electronic means are in place.

2. Legal basis for adoption of detailed rules by means of delegated/implementing acts laying down rules for the implementation of paragraph 1 in order to facilitate the interoperability of information systems and use of procedures by electronic means between Member States.

TITLE IV 

AMENDMENTS, OFFICIAL CONTROLS AND FINAL PROVISIONS

CHAPTER I 

Amendments

Section  
Amendments to Regulation (EC) No 882/04

CHAPTER II

Official controls

CHAPTER III 

Final provisions
Article 

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

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

Done at Brussels, 


For the Council


The President
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SLOVENIA


General considerations


Point 2(c) – Aquatic animals caught for the purpose of production of fishmeal, fish feed, fish oil and similar products are excluded from the scope of the AHL. We think we should be careful not to loose the legal base for acting when necessary or at least check if the relevant provisions are already included in feed and food legislation.


Point 2(d) – animal by-products and derived products seem to be excluded from the scope. We have to be careful not to loose a legal base to react in the case of outbreak of certain diseases. There is a reference to AH restrictions in case of diseases in Article 6 of the new Regulation 1069/2009. We think that if we exclude animal by-products and derived products from the AHL, we might loose a possibility to set restrictions for movement or trade in the case of AH problems.











SLOVENIA


General comment


Through the development of new legislation, new definitions have arisen and it would be very much appreciated to harmonize the definitions on the level of AHL.


We think that special notice have to be put on several definitions, for example: non-commercial movement of pets, animal, products of animal origin; probably it would be necessary to include the definition of animal by-products, to be able to apply measures in the case of disease outbreak.





SLOVENIA


General comment


We think that this document present a good basis for further discussions. We welcome the idea of integration of responsibilities of animal owners and animal keepers, as well as the biosecurity measures to be part of new AHL. However, a proper level of official controls by CA have to be maintained. Competencies have to be clearly defined.





SLOVENIA


General considerations


We would like to see clearer text regarding the use of AH certificates and for the rules for further legal basis in comitology in relation to the trade rules which are currently in use. 


We are more and more aware how important the tracebility and official controls are for prevention of spreading the diseases. Therefore, we need to find a clear line, when reducing the administrative burden, in order to maintain a high level of protection from diseases. We need to keep the good AH situation in EU.





SLOVENIA


General considerations


We would like to ask the Commission to change the wording in point 1(a)(iii) »waste« with »animal by-products«.


We would like to see the reference to the new Regulation 1099/2009 on protection during kiling of animals in point 2 (after the wording »this shall be done without delay…«).





SLOVENIA


General considerations


We have a comment to point 3 where there is a reference to Article 26 of Regulation 1/2005. Does this mean that every failure from this article has to be reported to the contact point?


Will there be a special provision for penalties when these infringements are found?





SLOVENIA


General comment


Point 2(a) – we propose the wording »to be under the control of competent authority«





SLOVENIA


General considerations


We think that wild animals need to be kept to the certain point in the scope of AHL, for example wild animals going to ZOO's, private keepers, research centres, etc.





SLOVENIA


General considerations


We would like to see the refernce to AW legislation when dealing with the measures in the case of an outbreak. Maybe we could include the reference under the Scope (point 3 of Article 2 – additional point (f).
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