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BACKGROUND 
1. The current EU Aquatic Animal Health regime was established by Council Directive 91/67/EEC which was implemented in Ireland by the European Communities Placing on the Market and Control of Certain Diseases Regulations 1996 (SI 253 of 1996); the European Communities Trade in Fish Regulations 1997 (SI 191 of 1997) and the European Communities Importation of Fish from Third Countries Regulations 1997 (SI 192/1997). The new Fish Health Directive replaces Council Directive 91/67/EEC and the regulations implementing it come into operation on 1 August 2008. 

2. The new Directive also replaces Council Directive 93/53/EEC which was implemented in Ireland by the European Communities Placing on the Market and Control of Certain Diseases Regulations of 1996 (S1 253 of 1996) and Council Directive 95/70/EC, implemented by the European Communities Minimum Measures for the Control of Certain Diseases Affecting Bi-valve Molluscs (Amendment) Regulations 2001 (SI 17 of 2001).

3. The existing EU legislation governing aquatic animal health has been in place for 15 years during which time the aquaculture sector has evolved, the EU has expanded and new disease threats have emerged. This new Directive builds on the successful elements of the existing aquatic animal health regime and introduces new measures to reflect developments in the sector. The main aim of the new Directive is to raise standards of aquaculture health throughout the EU and to control the spread of disease while maintaining freedom to trade. While the focus of the Directive is primarily aquaculture production businesses, the Directive also contains provisions relating to stocked fisheries for angling, installations which keep fish but do not intend to market them, smaller-scale farmers who produce directly for human consumption and fish kept for ornamental purposes.

MAIN FEATURES 

1. The main new features compared with the existing aquatic animal health regime include:

· official authorisation of aquaculture production businesses;

· the potential for authorisation to be removed in the event of non-compliance;

· more transparent regulation and control systems, including a public register of authorised production businesses;

· authorisation of put and take fisheries;

· registration of transporters of aquaculture animals; 

· a risk-based approach in relation to disease surveillance;

· controls on movements of potential vector and susceptible species;

· a structure for declaring the health status of Member States and compartments, in addition to zones;

· the facility for Member States to self-declare disease freedom for zones and compartments;

2. The features retained from the existing aquatic animal health regime include:

· compulsory notification of certain diseases;

· compulsory eradication of certain exotic diseases;

· freedom, eradication or containment for certain non-exotic diseases;

· a trade regime within the EU which is based on health status;

· Third country (i.e. non-EU) import rules harmonised with EU rules;

· the ability for Member States to put in place new rules on diseases which are important to them, subject in certain cases to EU scrutiny.
Definitions
The Directive defines: 

‘aquaculture production business’ as: 
“any undertaking, whether for profit or not and whether public or private, carrying out any of the activities related to the rearing, keeping or cultivation of aquaculture animals”;

‘aquaculture animal’ as: 
“any aquatic animal at all its life stages, including eggs and sperm/gametes, reared in a farm or mollusc farming area, including any aquatic animal from the wild intended for a farm or mollusc farming area”; 

‘aquatic animal’ as: 

i) fish belonging to the superclass Agnatha and to the classes   Chondrichthyes and Osteichthyes; 

ii) mollusc belonging to the Phylum Mollusca
iii) crustacean belonging to the Subphylum Crustacea”;
‘compartment’ as: 
“one or more farms under a common biosecurity system containing an aquatic animal population with a distinct health status with respect to a specific disease”; and

‘zone’ as: 
“a precise geographical area with a homogeneous hydrological system comprising part of a water catchment area from the source(s) to a natural or artificial barrier that prevents the upward migration of aquatic animals from the lower stretches of the water catchment area, an entire water catchment area from its source(s) to its estuary, or more than one water catchment area, including their estuaries, due to the epidemiological link between the catchment areas through the estuary”.

Other definitions are set out in Article 3 and Annex I of the Directive.

Authorisation of Aquaculture Production Businesses 

Fish Health Authorisation
1.
The Directive requires that all aquaculture production   businesses are authorised by the Competent Authority, which in this case, is the Marine Institute. 

2.    Processing establishments engaged in the sanitary slaughter of aquaculture animals for disease control purposes are also required to be authorised by the Competent Authority.

3.   The Directive does not apply to certain types of operation. These are:

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 purposes of production of fish meal, fish feed, fish oil and similar products.

The Regulations also provide for certain ornamental aquatic animals which, though within their scope, are exempted from certain provisions, including the authorisation requirements. This exemption applies 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 reducing the risk of transmitting diseases to the natural waters to an acceptable level.

Operations to be Authorised

1. Under the Regulations, the following types of business will be authorised: 
· fin fish farms and shellfish farms

· aquaculture processing businesses where sanitary slaughter are carried out

· shellfish depuration plants

· shellfish dispatch centres and holding centres

· premises where aquacultures animals are kept without the intention of being placed on the market

· put and take fisheries 

· commercial aquaria
· quarantine facilities
· premises where ornamental fish are kept in contact with natural water, where the effluent is not disinfected 

2. Ireland differs from most other Member States in that fish farms here are already licensed under the 1997 Aquaculture (Amendment) Act and therefore are already subject to a regulatory system. Under the authorisation procedure it is proposed that authorisations granted to fish farms under the new Fish Health Directive will be granted separately to any aquaculture licence but will run concurrently with the licence. It is proposed that the authorisation issued under the Directive will deal only with issues relating to aquatic animal health while the aquaculture licence will continue to regulate other aspects of the aquaculture operation.
3. With the exception of Carlingford and L.Foyle, all existing fish farms will be required to have applied for a Fish Health Authorisation by 1 October 2008.  A longer time frame will however, be set out for existing farms in the Foyle and Carlingford areas to allow for the delegation of responsibility for licensing these areas to transfer to the Foyle, Carlingford and Irish Lights Commission (FCILC), following the commencement of Part II of the Foyle and Carlingford Fisheries Order (Northern Ireland) 2007. 

4. The Regulations do not provide for a single shared authorisation for several mollusc farms in a mollusc farming area. It is the Department’s view that the authorisation granted in respect of a licensed farm should apply only to that farm, otherwise the revocation of an authorisation covering several mollusc farms would have implications for the continued operation of other farms covered by the single authorisation. It is however likely, that mollusc samples taken as part of the Risk Based Surveillance programme envisaged under Article 10 of the Directive, will be taken on a bay-by-bay basis i.e. from a “mollusc farming area” as opposed to testing each individual site. Likewise, although farms will be categorised initially according to risk, the overall risk categorisation will be at bay level i.e. even though an individual mollusc farm may fall into a low risk category for example, he may be re-allocated to a medium or even high risk category, depending on the categorisation of neighbouring farms in the bay.
Conditions of Authorisation

1. Authorisations are granted subject to certain conditions specified in the Regulations. These conditions require all aquaculture production businesses to:

· Keep a record of all movements of aquaculture animals and products, including dead fish 

· Keep a record of mortalities occurring on the farm

· Participate in a risk based surveillance scheme and keep records of the results of any such scheme

· Implement and maintain good bio-security practices (referred to in the Directive as good hygiene practice).

Fish Health Management Plan

In order to take a comprehensive approach to the systems and documentation which are required on a site which is to be authorised, Regulation 23 of SI 261 of 2008 requires that each application for a Fish Health Authorisation should be accompanied by a document called a Fish Health Management Plan which will contain (at a minimum) details outlining – 
(a) a suitable risk based fish health surveillance scheme

(b) the maintenance of appropriate records (including records relating to mortality, movements and risk based surveillance)

(c) the implementation of good hygiene practice

(d) action to be taken (i.e. notification procedure) if there are increased mortalities on the site

(e) actions to be taken (i.e. notification procedure) if a disease listed in Part II of Annex IV of the Directive; or a disease for which we have Additional Guarantees, is suspected
The Conditions of Authorisation

1. Applications must be made to the Marine Institute to obtain a Fish Health Authorisation. The granting of a Fish Health Authorisation will be subject to the submission of an application form and the provision of an appropriate Fish Health Management Plan, indicating compliance with the Regulations. Once granted, it will be a legal requirement to comply with the conditions of authorisation. 

2. Existing licensed fish farm operators are currently required to comply with the conditions of aquaculture licences which amongst other things, include conditions relating to record keeping, disease reporting, biosecurity and movements.  It is proposed that the general approach to these issues will be carried over to the new Fish Health Authorisation. 

3. It will be a requirement for all movements of live aquaculture animals to require prior notification to the Marine Institute. It is proposed that movements will be recorded on a national database to ensure that in the event of a disease situation, traceability can be guaranteed.

How the Authorisation Process will work

1. A Fish Health Authorisation will not be granted until an application has been made and the Marine Institute is satisfied from the Fish Health Management Plan that each business has a system in place which ensures compliance with the Regulations in relation to recording, biosecurity and Risk Based Surveillance. Once the application and the Fish Health Management Plan have been processed and where required, the information validated, by the Marine Institute, a Fish Health Authorisation will be granted. 
2. Provision has been made for the suspension and revocation of authorisations in the event of non–compliance, as well as for an appeals process where an individual may appeal against the refusal or the revocation of an authorisation. 

3. It should be noted that Article 64 of the Directive provides for the application of Transitional Measures for a period of up to 4 years. Such transitional measures may be required for the identification and authorisation of businesses which are not currently subject to licensing under the 1997 Aquaculture Act. 

Existing Licensed Fish Farms

It should be noted that the Fish Health Authorisation granted under the Directive will not replace the aquaculture licence but will run concurrently with it. Where either an aquaculture licence or an authorisation is revoked in respect of a fish farm, the fish farm will no longer be able to operate lawfully. Similarly fish farms licensed by the Foyle, Carlingford and Irish Lights Commission in the Foyle and Carlingford Areas will require both the aquaculture licence and a Fish Health Authorisation in order to operate lawfully.
Aquaculture Licence Applications

In respect of applications for an aquaculture licence made after 1 August 2008, the authorisation process will run concurrently with the aquaculture license process and the decision on whether or not to grant an aquaculture licence shall be made concurrently with the decision on whether to grant an authorisation. Anyone applying for an aquaculture licence will therefore also apply for a Fish Health Authorisation as part of the application process. It will not be possible to obtain an aquaculture licence without also being granted the required Fish Health Authorisation. 

Enforcement
1. All fish farms will be routinely inspected in accordance with the official surveillance programme and compliance with conditions of authorisation monitored.

2. Provision has been made in the new legislation for the issue of enforcement notices in respect of operations which do not comply with a condition of the Fish Health Authorisation. It will be an offence to fail to comply with an enforcement notice and the Marine Institute will have power to take appropriate measures to ensure that enforcement notices are complied with. 

3. In cases of non-compliance with conditions of the Fish Health Authorisation or where other enforcement action has been unsuccessful, the Marine Institute may use its powers to suspend or revoke an authorisation.. The operator would have the right to appeal against a decision to revoke an authorisation.

4. Where an authorisation is revoked, any aquaculture licence in force would also cease to have effect. Similarly in respect of aquaculture operations in the Foyle and Carlingford Areas licensed by the Foyle, Carlingford and Irish Lights Commission, the revocation of an authorisation would result in the operation being unable to operate lawfully.

Offences

Regulation 37 of the SI provides for the imposition of fines or indeed, imprisonment in extreme cases where the provisions of the SI are contravened.   
Operations Keeping, Holding or Selling Aquatic Animals for Ornamental Purposes
The obligation is to protect ornamental aquatic animals from disease and to prevent spread of disease from ornamental aquatic animals to fish farms or to the wild. One risk is that cold water ornamental aquatic animals may be released into natural waters with the associated risk that KHV or SVCV may be transferred to wild fish. Official supervision would be considered excessive in some cases, for example, where ornamental aquatic animals are kept clearly separate from natural waters. In certain circumstances, these animals are exempt from the authorisation process and placing on the market rules, and they are not taken into account in assessing the disease status of an area. These exemptions only apply where the holding facility is not connected to natural waters or has an effective effluent treatment system in place to prevent the spread of disease. It is important to note that commercial producers of aquatic animals for ornamental purposes are not covered by the exemption in Article 2.2 of the Directive and therefore will be required to be authorised.

Authorisation of Processing Establishments

1. Where there is an outbreak of a listed disease in an area which has been declared free, the Regulations permit clinically healthy animals of commercial size to be harvested for processing or for direct human consumption. This must be done under conditions which prevent the spread of the pathogen in question. 

2. Any dispatch centres, purification centres and similar businesses processing aquaculture animals from a containment area are required to have suitable means to treat effluent.

3. Processing of aquatic animals which have been slaughtered for disease control purposes can only be processed in an authorised processing establishment. Any establishment wishing to process such aquatic animals must be authorised by the Marine Institute prior to such processing taking place.

4. In order to ensure that the processing of diseased aquatic animals can be undertaken at short notice, it would be preferable if such establishments could seek to obtain authorisation at the earliest opportunity.

Surveillance

Disease Reporting

The Regulations place an obligation on those involved with aquatic animals to report any suspicion or confirmation of those diseases specified in the Directive to the Competent Authority. This includes fish farmers, keepers of aquatic animals, persons transporting aquaculture animals, veterinarians and other animal health professionals.

Increased Mortality

The Regulations place an obligation on those involved with aquaculture animals to notify the Marine Institute and, in the case of fin-fish, a private vet, where any increased mortality occurs in aquaculture animals. This obligation applies to fish farmers, keepers of aquatic animals, persons transporting aquaculture animals, veterinarians and other animal health professionals. An increased level of mortality may be defined as that which is unexplained and is significantly above the level of what is considered to be normal for the site under the prevailing conditions. It is proposed that following an initial period of three years, the mortality trends on each site will be reviewed by the Competent Authority and an estimation made of what level of mortality may be defined as abnormal for that site at given time points in the production cycle.  These figures will then be inserted into the Fish Health Management Plan for that site and will be used as an indicator of when veterinary investigation is required.
Official Surveillance and Inspections

The Regulations provide for a risk based surveillance scheme to be applied at all fish farms, incorporating a formal inspection programme undertaken by the Marine Institute and, where appropriate, the taking of samples. The frequency of the surveillance programme to be applied will be based on two factors:

· the requirements of any programme in place for the purposes of obtaining or maintaining disease free status [this will apply largely to Bonamia (in molluscs), KHV (in cyprinids) and White-Spot Disease(in crustacea)]; and

· the risk that the individual business or installation poses to aquatic animal health.

In terms of the risk-based approach, the proposed inspection frequencies are outlined in the annexes to the covering letter which has been sent to each business with their application form for a Fish Health Authorisation. These proposals are based on the risk an individual site may pose of contracting or spreading disease. 
The inspection programme for fin-fish will consist of a combination of visits made by the Marine Institute and the farms own private practitioner.  For shellfish sites, all visits will be made by officers authorised under SI No. 261 of 2008.
It will be compulsory for fin-fish sites to put their animals under the care of a veterinary practitioner. This will not be a compulsory obligation for shellfish farmers.
Transport

1. The transport of aquaculture animals potentially poses a significant risk of spreading disease. The Regulations seek to ensure that the means of transportation, including any water exchange, does not alter the health status of animals in transit or at the point of destination. It also requires that where aquaculture animals are transported, transporters keep a record of mortality occurring during transport, as practicable for the type of transport and the species being transported, as well as details of fish farms and processing establishments visited.
2. Additionally it is proposed to protect the health of aquatic animals by requiring that transporters are registered by the Marine Institute. In order to achieve registration, an application must be made to the Marine Institute. This application must be accompanied by a Biosecurity Plan and details of how the company intends to comply with the record keeping provisions of the legislation.  Applications for inclusion on the Aquaculture Animal Transport Register must be made to the Fish Health Unit, Marine Institute, Renville, Oranmore, Co. Galway before October 1st, 2008.
The new legislation includes powers for the enforcement of the transport provisions, including the power to serve enforcement notices and de-register transporters and a right of appeal against de-registration.
3. If the mode of transport to be used within Ireland originates in another MS / EEA country, the owners of the vessel / vehicle must either be registered on our Aquaculture Animal Transport Register or be otherwise registered in their country of origin, in order to operate legally here. 

4. The registration scheme reflects the important role that transport companies play in maintaining Ireland’s fish health status. The purpose is to provide for a close relationship with the enforcement authority to enable them to readily track movements of aquatic animals in the event of a disease situation occurring. As with the Fish Health Authorisation system, it is envisaged that in the event of non-compliance, a stepped approach to enforcement will be applied, with the ultimate sanction being the removal of registration, in extreme cases. 

Marketing and Trade in Aquaculture Animals

1. Aquaculture animals placed on the market for farming, for restocking into the wild or for angling purposes:

· must be clinically healthy, and;

· must not come from a farm or mollusc farming area with unresolved increased mortality, and;

· for susceptible and vector species, in relation to the listed diseases for which we are declared free, must only come from compartments, zones or Member States which are also declared free.

2. In addition, a person must not move an aquaculture animal from a premises whether within the State or otherwise, to a premises in the State, unless he or she has given at least 72 hours notice of the movement to the Marine Institute. Such notice must be made in writing either by letter, by sending a fax to the Fish Health Unit on 091-387201 or by emailing notification@marine.ie  In the case of fin-fish, the notification must be accompanied by a report from the company’s veterinary practitioner stating that the animals are clinically healthy and do not come from a farm where there is unresolved increased mortality.
3.  The Marine Institute will continue to issue health certificates for appropriate movements of aquatic animals from Ireland, and within Ireland, where required. From time-to-time, consignments of aquatic animals moving into the country will be inspected. All paperwork will however, be checked for compliance (i.e. even if the consignment is not physically checked on arrival). Legal provision has been made to take action should animals not be clinically healthy or should certification not be in order on arrival. Such provisions may include requiring the consignment to be returned or destroyed if the consignment or health certification does not comply with the legislation. 
In relation to movements within the country, official health certification will only be required in relation to movements out of Bonamia infected areas, where animals are to be re-laid.  Official notification will of course, be required in relation to all other movements within the country (as outlined in the paragraph above).
4.    A new certification system for Intra-Community and Third Country trade will be in place in the Community from November 1st this year. Those companies who wish to import live fish or shellfish into Ireland must consult with the Marine Institute well in advance of the proposed importation date to ensure the site of origin complies with the health requirements pertaining to the site of destination of the animals.
5.      Any fish or molluscs leaving Ireland for on-growing/re-laying abroad should be notified to the Marine Institute in advance so that appropriate certification can be provided, where required. Certification and the generation of a TRACES message will be required where fish/ molluscs are to be on-grown / re-laid in approved areas in other Member States.  Where animals are to be on-grown/ re-laid in non-approved areas in other Member States, the Marine Institute must still be notified in advance, so that a TRACES message can be sent to the Authorities in the recipient Member State. In the case of molluscs, this notification may be in the form of a copy of the Gathers Document which accompanies your consignment.  This should be faxed through to the Marine Institute at 091-387201.  This fax should be transmitted to the Institute as soon as the consignment is dispatched from the site. 
The Diseases

1. The Directive classifies the listed diseases into exotic and non-exotic diseases at Part II of Annex IV of the Directive. It also sets out the minimum measures for controlling disease. 

2. The diseases listed as exotic are: Epizootic Haematopoietic Necrosis*, Epizootic Ulcerative Syndrome*, Taura Syndrome*, Yellowhead Disease*, infection with Bonamia exitiosa, infection with Perkinsus marinus and infection with Microcytos mackini.
3. The diseases listed as non-exotic are: Koi Herpes Virus (KHV)*, White Spot Disease*, Infectious Salmon Anaemia (ISA), Viral Haemorrhagic Septicaemia (VHS), Infectious Haematopoietic Necrosis (IHN), Infection with Bonamia ostreae and Infection with Marteilia refringens.
4. Those marked with an asterisk* are newly listed under the Directive and were not listed under the current EU aquatic animal health regime established by Council Directive 91/67/EEC.

5. Gyrodactylus salaris is one of the diseases no longer listed at EU level. However there will continue to be recognition of the Additional Guarantees which Member States have already in place to guard against certain diseases of importance to them as a nation. This will be done by continuing with the provisions of Commission Decision 2004/453/EC. Under our Additional Guarantees, Ireland will continue to be recognised as free of Gyrodactylus salaris (Gs), SVC and BKD. The same eradication measures will apply to these diseases as apply to the non-exotic diseases listed in Part II of Annex IV of the Directive.
6. The Additional Guarantees mentioned above are scheduled for review in 2009.

7. The status of Ireland in relation to the diseases covered by the Directive and the Additional Guarantees is set out below.

	Disease
	Status

	Fish

Epizootic Haematopoietic Necrosis, Epizootic Ulcerative Syndrome, 
Molluscs

Bonamia exitiosa, 

Perkinsus marinus, 

Microcytos mackini, 
Crustaceans

Taura Syndrome, 

Yellowhead disease
	These diseases are exotic to the EU. Ireland is therefore recognised as disease-free. If outbreaks occur anywhere in the Community, they must be eradicated.

	Fish

Viral Haemorrhagic Septicaemia, Infectious Haematopoietic Necrosis, Infectious Salmon Anaemia,
Molluscs 

Marteilia refringens, 

Bonamia ostreae

	Ireland is declared disease-free. In order to retain disease free-status, outbreaks must be eradicated.

	Fish

Gyrodactylus salaris 

Spring Viraemia of Carp

Bacterial Kidney Disease
	Ireland is declared disease-free under the Additional Guarantees granted under Decision 2004/453/EC.  In order to retain disease free-status, outbreaks must be eradicated.

	Crustaceans

White Spot Disease
Fish

Koi Herpes Virus
	Ireland’s status with respect to these diseases is undetermined, to date. 


1 Excluding Lough Foyle, Lough Swilly, Blacksod, Achill, Clew Bay, Ballinakill, Galway Bay and Cork Harbour, where areas of infection have been controlled
* Consult Part II of Annex IV of Directive 2006/88/EC for the full list of species which are susceptible to the diseases listed above.  This is available at http://www.marine.ie/home/services/operational/fishhealth/

Recognition of Disease Status

Zones and Compartments

1. Under the Directive, a Member State, zone or compartment, may be declared free in respect of non exotic diseases. Where an area is less than 75 per cent of its territory, a Member State may self-declare a zone or compartment free of a certain disease providing the criteria for disease free status under the Directive are met, subject to the right of objection by another Member State. 

2. Ireland will be a disease free Member State in respect of the exotic diseases EHN, EUS, B.exitiosa, P.marinus, M.mackini and the non-exotic diseases ISA, IHN, VHS (excluding Cape Clear, for the moment), GS, SVC, BKD, Marteilia refringens and Bonamia ostreae (excluding  the areas mentioned above). 

Aquaculture Production Businesses

Register of Businesses

An implementing proposal was put forward by the European Commission and recently accepted by Member States, that in 2009 each Aquaculture Production Business will be listed on a public website showing its disease status. The format for the published register is outlined in Commission Decision 2008/392/EC.
Control of Diseases
1. The Regulations require that on notification of suspicion of one of the listed diseases in aquatic animals in a fish farm or other facility, the initial control measures will be implemented. These measures will include the immediate introduction of movement controls in respect of the suspect facility and the surrounding area and the taking of samples. Where disease is identified in the wild, the situation will be monitored and measures taken to reduce and, as far as possible, to prevent, further spread. These measures may involve controls on, for example, farms or angling waters and will depend on the precise nature of the disease situation. Movement controls mean that live or dead aquatic animals may only be moved out of the facility with the written consent of the Marine Institute. 

2. Investigations will also be undertaken to establish whether the disease is in fact present. Possible sources of the disease and any other sites potentially implicated will also be investigated. 

3.  In the case of aquatic animals kept in a fish farm or other facility, where disease is confirmed by the appropriate test, further action will be taken by the Marine Institute to reduce the risk of disease spread by establishing control and surveillance zones around the facility, in accordance with the relevant legislation. The facility will be officially declared infected. Appropriate eradication or containment measures, including movement controls, will be put in place and will remain there until it is determined that there is no further risk of disease spread. Dead and clinically affected animals must be disposed of as animal by-products in accordance with the Animal By-Products Regulations 2003. 

4.  SI 261 of 2008 allows the Marine Institute to permit the harvesting of aquaculture animals which have reached commercial size and show no clinical signs of disease. In such cases, the Marine Institute will supervise any such movements with the objective of ensuring that the pathogen which causes the disease does not spread. Dispatch centres, purification centres and similar facilities which handle animals from an infected site must be equipped with suitable effluent treatment systems and processors must be authorised under the Regulations.
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