UK Declaration of a Category II surveillance programme in Northern Ireland with regard to KHV.

1. Introduction
KHV became a compulsorily notifiable disease in Northern Ireland on 27 March 2009 under the Aquatic Animal Health Regulations (Northern Ireland) 2009.  
Under the Fisheries Act (NI) 1966 all fish farms in Northern Ireland must also be licensed by DARDNI.  This licence (a fish culture licence) specifies the species which may be kept and a condition on the licence is to notify DARD of any suspicion or outbreak of disease resulting in fish mortalities.  Each fish farm was visited twice per year for compliance purposes to ensure that statutory requirements were met, and that business details including the species of fish farmed was correct. In addition the fish stocks were inspected for signs of disease.  All farms are now being assessed and will be subject to risk based surveillance as set out under Council Directive 2006/88/EC.
There have been no observed occurrences or notifications of KHV in fish farms in Northern Ireland in the last 10 Years.  

2. The zone
The proposed zone is the entire country of Northern Ireland although there are only 2 fish farms holding species susceptible to KHV.
Northern Ireland has a shared border and water catchment area with the Republic of Ireland.  The competent authorities in both Northern Ireland (NI) and the Republic of Ireland (ROI) work closely together to protect aquatic animal health.  ROI has the same status as NI for KHV (undetermined) and is also applying for Category II, surveillance programme under Article 44(1).  

However, NI has no KHV susceptible species in the wild so there is no risk of disease spread between the shared catchments.

3. Supporting information required by 2009/177/EC (Annex IV)
	Requirements/information needed


	Information/further explanation and justification



	1. Identification of the programme



	1.1. Declaring Member State
	United Kingdom

	1.2. Competent authority (address, fax, e-mail)
	Department of Agriculture and Rural Development for Northern Ireland

Fisheries Division
Room 417, Dundonald House
Upper Newtownards Road
Belfast, BT4 3SB

Tel: +44 2890 524991

Fax: +44 2890 378323

E-mail: fish.health@dardni.gov.uk

	1.3. Reference of this document


	UK/1/2010 (KHV)

	1.4. Date sent to the Commission


	15 January 2010

	2. Type of communication



	2.1. ( Declaration for surveillance programme


	2.2. ( Application for surveillance programme


	3. National legislation (1)


	Aquatic Animal Health Regulations (NI) 2009 (S.R. 2009/129)


	4. Diseases



	4.1. Fish


	( VHS

( IHN

( ISA

( KHV



	4.2. Molluscs


	( infection with Marteilia refringens
( infection with Bonamia ostreae

	4.3. Crustaceans


	( White spot disease




	5. Grounds for Surveillance Programme


	5.1. ( No susceptibles (2)


	No susceptible species in the wild.

	5.2. ( Pathogen not viable (3)


	

	5.3. ( Historic free-status (4)


	KHV became compulsorily notifiable on 27 March 2009 under the Aquatic Animal Health Regulations (Northern Ireland) 2009.  Prior to this, FHI would have been alerted to and investigated any outbreak of disease at a fish farm under fish culture licence conditions (granted under the Fisheries Act (Northern Ireland) 1966).

No unusual mortalities or suspicion of KHV has been recorded in Northern Ireland in the last 10 years.


	5.4. ( Targeted surveillance (5)


	A 2 year targeted surveillance programme will commence on approval from the EC.  Sampling and testing will be in accordance with the OIE Diagnostic Manual.  The diagnostic test will be PCR.
(If, when published, the new Commission Regulation describing the diagnostic methods to be used requires a testing programme of 4 years, the programme will be extended in line with these requirements)

	6. General information



	6.1. Competent authority (6)


	The Competent Authority for aquatic animal health in Northern Ireland is the Department of Agriculture and Rural Development (DARD). The Department is responsible for Northern Ireland policy on aquatic animal health and the development of legislation. DARD Fish Health Inspectorate (FHI) is responsible for the enforcement of aquatic animal health controls in Northern Ireland. 



	6.2. Organisation, supervision of all stakeholders involved in the programme to achieve disease-free status (7)


	Northern Ireland currently only has 2 fish farms holding species of fish susceptible to KHV.  A further farm is licensed to hold carp but has not commenced operations.  All aquaculture production businesses (APB’s) in Northern Ireland are under the supervision of the Competent Authority and must be authorised in accordance with Directive 2006/88/EC under the Aquatic Animal Health Regulations (Northern Ireland) 2009.  

Fish farms in Northern Ireland are also licensed by the Competent Authority under the Fisheries Act (NI) 1966 and subject to twice yearly inspections by DARD FHI and to standard sampling and testing for fish health purposes in accordance with the OIE Manual.  However, one of the 2 farms holding KHV susceptible species in Northern Ireland is a government run fish farm facility and exempt from the licensing requirement.  It is, however, required to be authorised under the Aquatic Animal Health Regulations (Northern Ireland) 2009 and will now be subject to risk-based surveillance and sampling and testing for fish health purposes.

The Competent Authority inspects each fish farm and a public consultation process is carried out prior to the issue of a fish culture licence (FCL). The FCL contains a number of specific conditions, including – 

· the species which may be kept

· a requirement to notify DARD of any suspicion or outbreak of disease resulting in fish mortalities.  

Under the Aquatic Animal Health Regulations (Northern Ireland) 2009 each fish farm/ APB holding species susceptible to KHV will be subject to risk-based surveillance and a sampling and testing regime in accordance with EC/OIE guidelines.

It is an offence under the Aquatic Animal Health Regulations (Northern Ireland) 2009 to fail to notify the competent authority of any increased mortalities or suspicion or outbreak of a listed disease.



	6.3. An overview of the structure of the aquaculture industry in the area in question (disease-free Member State, zone or compartment) including types of production and species kept


	Northern Ireland currently has 81 licensed fish farms (covering 95 sites), of which 48 are shellfish farms and 33 are finfish farms.  In 2008 the Northern Ireland aquaculture sector produced nearly 8,700 tonnes of shellfish valued at £7m and 620 tonnes of finfish valued at £1.4m.  The main species cultivated are mussels, Pacific oysters, rainbow trout and Atlantic salmon.

In Northern Ireland there are currently only 2 fish farms holding species of fish susceptible to KHV.  The location of these farms is shown in Annex A.  The government run farm breeds small numbers of carp for release into their own catch and release fishery and for annual stripping.  It does not sell or import fish and all the original broodstock was sourced from KHV free certified stock.  Other species on site are brown trout and rainbow trout and these are kept in a separate epidemiological unit. 

The other farm also has a relatively small carp interest and is not yet in full production, however the intention is to produce for sale to catch and release fisheries .  The second farm also holds tench, bream, rudd, atlantic salmon and brown trout, all held in a separate epidemiological unit, and currently undergoes routine testing for SVC.



	6.4. The notification to the competent authority of the suspicion and confirmation of the disease(s) in question has been compulsory since when (date)?


	KHV became compulsorily notifiable under the Aquatic Animal Health Regulations (NI) 2009 on 27 March 2009.  Under the Fisheries Act (NI) 1966 all fish farms in Northern Ireland must also be licensed by DARDNI.  This licence specifies the species which may be kept and a condition on the licence is to notify DARD of any suspicion or outbreak of disease resulting in fish mortalities.  Each fish farm was visited twice per year for compliance purposes to ensure that statutory requirements were met, and that business details including the species of fish farmed was correct. In addition the fish stocks were inspected for signs of disease.  
Under the Aquatic Animal Health Regulations (Northern Ireland) 2009 all fish farms/ APBs are now authorised by the competent authority and must comply with conditions set out on the authorisation including compliance with any risk-based surveillance scheme and notification to the competent authority of any suspicion of disease or increased mortalities.

It is also an offence under the Aquatic Animal Health Regulations (Northern Ireland) 2009 to fail to notify the competent authority of any increased mortalities or suspicion or outbreak of a listed disease.

There have been no observed occurrences or notifications of KHV in fish farms in Northern Ireland in the last 10 Years.  



	6.5. Early detection system in place throughout the Member State, enabling the competent authority to undertake effective disease investigation and reporting since when (date)? (8)


	Imports into Northern Ireland of KHV susceptible or vector species will only be accepted from within the EC or from a third country listed by the EC.  All imports must be accompanied by a health certificate from the place of origin declaring the source to be disease free for KHV and all consignments are inspected by the FHI.

The Aquatic Animal Health Regulations (NI) 2009 make it an offence for a relevant person who knows or suspects that a listed disease is present in aquatic animals to fail to notify DARD immediately or for a person who knows or suspects that increased mortality has occurred or is occurring to fail to notify immediately DARD or a veterinarian.  Fish farm personnel are aware of this obligation and are trained to identify signs of disease.  There are excellent communications between FHI and fish farm operators and any suspicion of disease or increased mortality is immediately notified.

The FHI is responsible for the investigation of disease in the wild and in farmed fish and responds rapidly to any report of suspected disease in fish. 

In Northern Ireland the Fish Diseases Unit of the Agri-food and Biosciences Institute is the laboratory of the Competent Authority and has the capacity to investigate and report on suspected outbreaks using histology, virus isolation and real time PCR.



	6.6. Source of aquaculture animals of species susceptible to the disease in question entering in the Member State, zone or compartments for farming
	DARD holds electronic records of imports from May 2005.  To date, only three imports of common carp were received in April and July 2007, all 3 imports came from the Republic of Ireland which has a similar disease status.  



	6.7. Guidelines on good hygiene practice (9)


	In accordance with Article 9 of Council Directive 2006/88/EC, DARD issued guidelines to industry and required Aquaculture Production Businesses to submit a Biosecurity Plan with all applications for authorisation.  Fish farms were inspected to ensure good biosecurity and this will continue to be assessed as part of the risk based inspection regime.

The 2 farms holding KHV susceptible species operate good biosecurity practice.  KHV susceptible species are held separately from other species in separate epidemiological units.



	6.8. Epidemiological situation of the disease in at least the previous 4 years before the commencement of the programme (6)


	Prior to the introduction of the Aquatic Animal Health Regulations (Northern Ireland) 2009, KHV was not specifically named as a notifiable disease in Northern Ireland.  However, a condition on the Fish Culture Licence (required to operate a fish farm) states that DARD must be notified immediately of any disease, or suspicion of disease, resulting in fish mortalities.  Any mortalities would have been sampled and tested by the competent authority.  DARD has no record of reports of suspicion of KHV on fish farms in the last 10 years and no sampling or testing has, therefore, been carried out.


	6.9. Description of the submitted programme (7)
	Northern Ireland has no history of KHV and aims to obtain and maintain disease free status.  Fish farms in Northern Ireland are already inspected twice yearly with routine testing for diseases listed under Council Directive 1991/67/EEC and Decision 2004/453/EC.  

Northern Ireland currently only has 2 fish farms currently holding KHV susceptible species, and has no record of susceptible species in the wild in Northern Ireland waters.  Both farms operate good hygiene and biosecurity practices and are secure systems with no risk of escape or fish entering the farm via the discharge water. 

To establish disease free status for KHV, Northern Ireland will undertake a 2 year targeted surveillance programme of sampling and testing to be carried out in accordance with the OIE Diagnostic Manual.  (If, when published, the new Commission Regulation describing the diagnostic methods to be used requires a testing programme of 4 years, the programme will be extended in line with these requirements)
The diagnostic method used to test for KHV is the PCR. 



	6.10. Duration of the programme
	In accordance with Article 10.6.4, paragraph 3 of the Aquatic Animal Health Code 2009, as a country where the KHV status is currently unknown, DARD will undertake a 2 year targeted surveillance programme to achieve KHV free status.  
(If, when published, the new Commission Regulation describing the diagnostic methods to be used requires a testing programme of 4 years, the programme will be extended in line with these requirements)
KHV is now compulsorily notifiable in Northern Ireland and the 2 farms currently holding KHV susceptible species have been inspected to ensure basic biosecurity conditions are met.  

There is an early detection system in place i.e. 

· personnel at the fish farm have a broad awareness of the characteristics of the listed diseases and emerging diseases

· veterinarians or aquatic animal health specialists employed by the farms are trained in recognising and reporting suspicious disease occurrence

· the Competent Authority has the ability to undertake rapid and effective disease investigation

· the Competent Authority has access to laboratories with the facilities for diagnosing and differentiating listed diseases and emerging diseases.

Import requirements are clearly set out in the Aquatic Animal Health Regulations (Northern Ireland) 2009 and only susceptible species originating from KHV free areas and accompanied by appropriate health certification will be accepted into Northern Ireland.




	7. Area covered



	7.1. ( Member State


	

	7.2. ( Zone (entire water catchment area) (10)


	

	7.3. ( Zone (part of water catchment area) (11)

Identify and describe the artificial or natural barrier that delimits the zone and justify its capability to prevent the upward migration of aquatic animals from the lower stretches of the water catchment area


	Northern Ireland has a shared border and water catchment area with the Republic of Ireland.  The competent authorities in both Northern Ireland (NI) and the Republic of Ireland (ROI) work closely together to protect aquatic animal health.  ROI has the same status as NI for KHV (undetermined) and is also applying for Category II, surveillance programme under Article 44(1).  

However, NI has no KHV susceptible species in the wild so there is no risk of disease spread between the shared catchments.

There are only 2 farms in Northern Ireland holding species susceptible to KHV and the location of these in respect of the shared catchment is shown on annex A.  Both farms have biosecurity plans in place and are inspected and assessed as part of DARD’s risk based surveillance scheme.


	7.4. ( Zone (more than one water catchment area) (12)


	

	7.5. ( Compartment independent of the surrounding health status (13)


	

	Identify and describe for each farm the water supply (14)


	( Well, borehole or spring

( Water treatment plant inactivating the relevant pathogen (15)


	

	Identify and describe for each farm natural or artificial barriers and justify its capability to prevent that aquatic animals enter each farm in a compartment from the surrounding watercourses


	

	Identify and describe for each farm the protection against flooding and infiltration of water from the surrounding watercourses


	

	7.6. (  Compartment dependent on the surrounding health status (16)


	Both farms source and discharge into local rivers.  Both farms have valid Discharge Consents and are monitored and inspected to ensure compliance by the Northern Ireland Environment Agency.

	( One epidemiological unit due to geographical localisation and distance from other farms/farming areas (17)


	Both farms are the only farm in the area, and the individual water catchment, holding species susceptible to KHV.  There are no susceptible species in the wild in Northern Ireland waters.  

	( All farms comprising the compartment fall within a common biosecurity system (18)


	

	( Any additional requirements (19)


	

	8. Geographical demarcation (20)



	8.1. Farms or mollusc farming areas covered (registration numbers and geographical situation)


	(1) 
Movanagher Fish Farm


152 Vow Road


Ballymoney


County Antrim


BT53 7NT


Geographical location: 54-59.127 N , 006-34.081 W  


Authorisation No.: APBNI 3

(2)
Erne and Melvin Enhancement Company


Marble Arch


Florencecourt

County Fermanagh

Geographical location: 54-16.207 N , 007-48.669 W  


Authorisation No.: AFFNI 6

Annex A – Map of Northern Ireland showing position of both fish farms and border with Republic of Ireland


	8.2. ( Non-free buffer zone (21)


	Geographical demarcation (19)


	

	
	Farms or mollusc farming areas covered (registration numbers, geographical situation and health status (22)


	

	
	Type of health surveillance


	

	8.3. ( Non-free zones or compartments (23)


	Geographical demarcation (19)


	

	
	Farms or mollusc farming areas covered (registration numbers, geographical situation and health status (15)


	

	8.4. ( Extension of disease-free zone to other Member States (24)


	Geographical demarcation (19)


	As shown in the map at Annex A, Northern Ireland shares a border and water catchments with the Republic of Ireland (ROI).  ROI currently has the same status (undetermined) in respect of KHV and is also applying for Category II Surveillance Programme.

	8.5. ( Existing disease-free zones/compartments in the vicinity


	Geographical demarcation (19)


	

	
	Farms or mollusc farming areas covered (registration numbers and geographical situation)


	

	9. Description of the measures of the programme (19)

	9.1. Target population/ species
	Koi carp and common carp

	9.2. Used tests and sampling schemes.  Laboratories involved in the programme (20)
	The Fish Diseases Unit of the Agri-food and Biosciences Institute (AFBI) is the designated laboratory of the Competent Authority.  DARD/AFBI also have access, if required, to the Cefas Weymouth Laboratory, the GB National Reference Laboratory for fish disease. 

Sampling and testing will be carried out in accordance with the OIE Diagnostic Manual with samples selected, prepared and examined as set down, i.e. 

· The tissue material to be examined is gill, kidney, encephalon and intestine. 

· Organ pieces from a maximum of 2 fish may be pooled. 

The diagnostic method used to achieve disease-free status of KHVD is the PCR. 

Following the suspicion of fish on a farm being infected with KHV, an official investigation to confirm or rule out the presence of the disease will be carried out as quickly as possible, involving at least one health inspection and one sampling of 10 fish tested in accordance with the diagnostic methods laid down in the OIE Diagnostic Manual per month for a period of three months, at water temperatures between 18 and 25°C. 



	9.3 Rules on movements of animals
	Imports into Northern Ireland of KHV susceptible or vector species will only be accepted from within the EC or from a third country listed by the EC.  All imports must be accompanied by a health certificate from the place of origin declaring the source to be disease free for KHV and all consignments are inspected by the FHI.
All movements within Northern Ireland must be notified in advance to DARD and only moved if a permit is granted by DARD.

In the event of suspicion or confirmation of KHV on a fish farm DARD will, under the Aquatic Animal Health Regulations (Northern Ireland) 2009, make an initial or confirmed designation imposing movement restrictions into, out of or within the area.



	9.4 Measures in case of a positive result (21)
	Where DARD has confirmed that KHV is present in aquatic animals it will make a confirmed designation under the Aquatic Animal Health Regulations (Northern Ireland) 2009.

Where DARD has made a confirmed designation, it shall -

· carry out an epizootic investigation;

· place any farm or mollusc farming area in the confirmed designation area under surveillance;

· take, or arrange to have taken, samples of or from any aquatic animal or water in the confirmed designation area as may be necessary to monitor the presence of the disease; and

· examine, or arrange to have examined, the samples in a laboratory designated in accordance with Article 57 of Directive 2006/88.
It is an offence for a person, except under, and in accordance with the conditions of, a licence granted by DARD, to -

· move any aquatic animal or aquaculture product into, out of or within a confirmed designation area; or

· dispose of any aquatic animal (whether alive or dead) which comes from a confirmed designation area.

DARD may also -

· prohibit or restrict the movement of any equipment, material or substances liable to transmit disease into, out of or within the confirmed designation area or any part of that area;

· impose such additional control measures as DARD considers necessary to eradicate the disease or to prevent or limit the spread of disease to other aquatic animals.



	9.5. Control and supervision on the implementation of the programme and reporting
	As the competent authority for aquatic animal health in Northern Ireland, DARD is responsible for control and supervision on the implementation of the surveillance programme in Northern Ireland and will report to the Commission, through Defra, as required under Article 9 of Decision 2009/177/EC and will establish and keep up-to-date Internet-based information pages as specified under Article 10 of Decision 2009/177/EC.  




(1) National legislation in force applicable to the declaration of and application for disease-free status

(2) Applicable if none of the species susceptible to the disease(s) in question is present in the Member State, zone or compartment, and where relevant in its water source.

(3) Applicable if the pathogen is known not to be able to survive in the Member State, zone or compartment, and where relevant in its water source. Provide the scientific information supporting the inability of the pathogen to survive in the Member State, zone or compartment.

(4) Applicable if susceptible species are present, but where there has not been any observed occurrence of the disease for at least a period of 10 years before the date of declaration of or application for the disease-free status, despite conditions that are conducive to its clinical expression, and if it complies mutatis mutandis with the requirements laid down in Part I.1 of Annex V to Directive 2006/88/EC. This ground for disease-free status must be declared or applied for by 1 November 2008. Provide detailed information on the compliance with Part I.1 of Annex V to Directive 2006/88/EC.

(5) Applicable if targeted surveillance complying with Community requirements has been in place for at least a period of two years without the detection of the disease agent on farm, or in mollusc farming areas that rear any of the susceptible species.

Where there are parts of the Member State, zone or compartment in which the number of farms or mollusc farming areas is limited, but in which there are wild populations of susceptible species, information on the targeted surveillance in those wild populations shall be given.

Describe diagnostic methods and sampling schemes. When OIE or EU standards are applied, reference must be made to them. If not, describe them. Name the laboratories involved in the programme (national reference laboratory or designated laboratories).

(6) A description shall be provided of the structure, competencies, duties and powers of the competent authority involved.

(7) A description shall be provided of the competent authority in charge of the supervision and coordination of the programme and the different operators involved.

(8) The early detection systems shall in particular ensure the rapid recognition of any clinical signs consistent with the suspicion of a disease, emerging disease, or unexplained mortality in farms or mollusc farming areas, and in the wild, and the rapid communication of the event to the competent authority with the aim of activating diagnostic investigation with minimum delay. The early detection system shall include at least the following:

(a) broad awareness, among the personnel employed in aquaculture businesses or involved in the processing of aquaculture animals, of any signs consistent with the presence of a disease, and training of veterinarians of aquatic animals health specialists in detecting and reporting unusual disease occurrence;

(b) veterinarians or aquatic animal health specialists trained in recognising and reporting suspicious disease occurrence;

(c) access by the competent authority to laboratories with the facilities for diagnosing and differentiating listed and emerging diseases.

(9) A description shall be provided in accordance with Article 9 of Directive 2006/88/EC.

(10) An entire water catchment area from its sources to its estuary.

(11) 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.

(12) More than one water catchment area, including their estuaries, due to the epidemiological link between the catchment areas through the estuary.

(13) Compartments comprising one or more farms or mollusc farming areas where the health status regarding a specific disease is independent of the health status regarding that disease of surrounding natural waters.

(14) A compartment which is independent of the health status of surrounding waters, shall be supplied with water:

(a) through a water treatment plant inactivating the relevant pathogen in order to reduce the risk of the introduction of the disease to an acceptable level; or

(b) directly from a well, a borehole or a spring. Where such water supply is situated outside the premises of the farm, the water shall be supplied directly to the farm, and be channelled through a pipe.

(15) Provide technical information to demonstrate that the relevant pathogen is inactivated in order to reduce the risk of the introduction of the disease to an acceptable level.

(16) Compartments comprising one or more farms or mollusc farming areas where the health status regarding a specific disease is dependent on the health status of surrounding natural waters regarding that disease.

(17) A description shall be provided of the geographical localisation and the distance from other farms/farming areas that makes it possible to consider the compartment as one epidemiological unit.

(18) A description shall be provided of the common biosecurity system.

(19) Each farm or mollusc farming area in a compartment which is dependent on the health status of surrounding waters shall be subject to additional measures imposed by the competent authority, when considered necessary to prevent the introduction of diseases. Such measures may include the establishment of a buffer zone around the compartment in which a monitoring programme is carried out, and the establishment of additional protection against the intrusion of possible pathogen carriers or vectors.

(20) The geographical demarcation shall be clearly described and identified on a map, which must be attached as an Annex to the declaration/application. Any substantial modification in the geographical demarcation of the zone or compartment to be declared free must be subjected to a new application.

(21) In connection with a zone or a compartment dependent on the health status of surrounding waters, a buffer zone in which a monitoring programme is carried out shall be established, as appropriate. The demarcation of the buffer zones shall be such that it protects the disease-free zone from passive introduction of the disease. (Part II.1.5 of Annex V to Directive 2006/88/EC).

(22) Health status in accordance with Part A of Annex III to Directive 2006/88/EC.

(23) Relevant in cases of declaration of disease-free Member States, where minor areas of the Member State are not considered disease-free.

(24) Where a zone extends to more than one Member State, it may not be declared a disease-free zone unless the conditions set out in points 1.3, 1.4 and 1.5 of Part II of Annex V to Directive 2006/88/EC apply to all areas of that zone. In that case both Member States concerned shall apply for approval for the part of the zone situated in their territory.

(25) In accordance with Part II.4 of Annex V to Directive 2006/88/EC.
ANNEX A
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Erne & Melvin Enhancement Co. Ltd.
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