	 APPLICATION FOR APPROVAL OF AN AMENDMENT OF THE OsHV1-uvar SURVEILLANCE PROGRAMME APPROVED BY COMMISSION DECISION 2001/187/EU
September 30th, 2011.
1. Identification of the programme

1.1 Declaring Member State: Ireland

1.2 Competent Authority: The Marine Institute, Renville, Oranmore, Co. Galway. Tel 00353-91-387200/ Fax 00353-91-387201/ E-mail Fiona.geoghegan@marine.ie
1.3 Reference: 11FHU/OsHV1/app 2
1.4 Date sent to Commission: The application for an Irish OsHV1-uvar surveillance programme under Article 43 of Council Directive 2006/88/EC was submitted on January 31st, 2011 and was approved by Commission Decision 2001/187/EC.  This current application for an amendment to the programme which has already been approved was submitted on September 27th, 2011.
1.5 Rationale for the Amendment: During the summer of 2011, the surveillance programme as outlined in the application which was submitted on January 31st this year, resulted in the detection of OsHV1-uvar in two bays, namely Ballinakill (Compartment 4) and Gweedore (Compartment 1).  In the case of Ballinakill, 1/450 oysters produced a positive result. No mortalities have been reported in this bay.  In the case of Gweedore, the initial surveillance sample revealed 63/150 oysters to be OsHV1-uvar positive. Within two weeks of this finding, mortalities were reported from growers in that bay.  Mortality levels varied from 25-70%, depending on the stock of oysters.  Taking these positive detections in Ballinakill and Gweedore into account, the OsHV1-uvar free compartments which remain part of the surveillance programme and into which trade is restricted, have been re-configured as outlined in Annex I.  Details of the operators in the re-configured compartments are outlined in Annex II.
From an epidemiological point of view, it should be noted that although Ballinakill and Streamstown (the bay which still remains in Compartment 4) are relatively close together, oceanographic information indicates that whilst Ballinakill is quite open to the continental shelf, the mouth of Streamstown Bay is very narrow thereby significantly restricting incoming tides.  For that reason, it is felt that Streamstown can exist as a single epidemiological unit i.e. we propose to retain Streamstown in Compartment 4, whilst Ballinakill is now excluded from the surveillance programme.. 
2. Type of communication

Submission of an application for the amendment of a previously approved surveillance programme, including movement restrictions regarding OsHV1-uvar in accordance with Article 43 of Council Directive 2006/88/EC. This application takes account of the withdrawal of Ballinakill and Gweedore Bays from the OsHV1-uvar surveillance programme, following the detection of the pathogen in both of these bays.
3. National Legislation

S.I. No 261 of 2008 : European Communities (Health of Aquaculture Animals and Products) Regulations 2008, as amended by S.I. No 398 of 2010 and S.I. No 430 of 2011.
4. Diseases

This application concerns the control of OsHV1-uvar in the species Crassostrea gigas.  Mortalities associated with the presence of this strain of Ostreid Herpes were very severe in Ireland in 2009 and 2010. To date, 21 bays have been affected, with mortality levels varying between 15 and 95%.  In 2010, the disease was controlled under Commission Regulation 175/2010 and it should be noted that a programme for the early detection of OsHV1-uvar was also in place in Ireland during that time, covering all of the areas which are the subject of this current application.
 5. General information on the programme

5.1 Competent Authority

The duties and powers of the competent authority are as outlined in SI No 261 of 2008. All staff employed in the execution of these duties are fully trained and competent to carry out the role which has been assigned to them.

5.2 Organisation, supervision of all stakeholders involved in the programme

All Aquaculture Production Businesses in Ireland are under the supervision of the competent authority and have been authorised in accordance with Council Directive 2006/88/EC and SI No 261 of 2008. Details of how the Fish Health Regulations are implemented in Ireland is available on www.marine.ie/fishhealth
5.3 An overview of the structure of the aquaculture industry in the area in question, including types of production and species kept

This information is available on the Irish Aquaculture Register which is available on www.marine.ie/fishhealth The Irish shellfish industry produces approximately 7,000 tonnes of C.gigas per year, with a current market value of approximately €20,000,000 per annum

5.5 Early detection system in place throughout the Member State, enabling the competent authority to undertake effective disease investigation and reporting since?

The reporting of increased mortality has been mandatory in Ireland for   more than 20 years, by virtue of the aquaculture licensing regime. Since 1 August 2008, the requirement to report increased mortality has been covered by the Fish Health Authorisation, which is held by each Aquaculture Production Business, under Directive 2006/88/EC. Specifically, and as relevant to this application, OsHV1-uvar is notifiable to the competent authority and reports of suspicion of infection are investigated immediately. 
Ongoing training and support is also provided to fish health professionals, veterinarians and fisheries biologists in relation to the listed diseases, as well as creating an awareness of new and emerging disease threats.  

5.9 Description of the submitted programme (main objectives, main measures, target population, areas of implementation, definition of a positive case).

The main objectives of the programme are: 

(i) to protect areas of the country which have remained free from infection with OsHV1-uvar and 

(ii) to learn more about the aetiology of the disease

Targeted surveillance will be conducted with the aim of demonstrating that the compartments covered by the programme are free of OsHV1-uvar.
The target population is Crassostrea gigas and the area of implementation is 9 separate compartments, which cover all of the C.gigas growing areas in the country except those areas which were previously infected with OsHV1-uvar. 

The map in Annex 1 gives details of the compartments to be tested under the surveillance programme. 

6.0 Area covered

6.1  FORMCHECKBOX 
Member State (except the areas outlined in Section 5.9 above)

6.2  FORMCHECKBOX 
 Zone (entire water catchment area)

6.3  FORMCHECKBOX 
 Zone (part of catchment area)

6.4  FORMCHECKBOX 
 Zone (more than one catchment area)

6.5  FORMCHECKBOX 
 Compartment independent of the surrounding health status

6.6 x FORMCHECKBOX 
 Compartments dependent on the surrounding health status (see the map in Annex I which shows the delineation of all 9 compartments)

6.7 Farms or other locations covered by the amended programme
The amended programme covers all mollusc growing areas in the country where C.gigas are cultivated, except those areas which have been previously infected i.e. the programme consists of 9 compartments, which are detailed below, along with the relevant sampling points:

COMPARTMENT 1: Consists of Sheephaven Bay. A sampling point is located within the bay.
COMPARTMENT 2: Consists of Gweebara Bay. A sampling point is located within the bay.
COMPARTMENT 3: Consists of Drumcliff, Killala, Broadhaven and Blacksod bays. A sampling point is located in each bay.
COMPARTMENT 4: Consists of Streamstown Bay. A sampling point is located within the bay.
COMPARTMENT 5: Consists of Bertraghboy and Galway bays.  A sampling point is located in each bay.
COMPARTMENT 6: Consists of Shannon Estuary and Poulnasharry, Askeaton and Ballylongford bays.  A sampling point is located in each bay.
COMPARTMENT 7: Consists of Kenmare Bay. A sampling point is located within the bay.
COMPARTMENT 8: Consists of Dunmanus Bay. A sampling point is located within the bay. 

COMPARTMENT 9: Consists of Kinsale and Oysterhaven bays. A sampling point is located in each bay.
See Annex I for map of compartments and sampling points.  
Annex II provides details of all the Aquaculture Production Businesses in each of the 9 compartments covered by the programme.
7. Measures of the submitted programme

7.1 Summary of the measures under the programme

First year

 FORMCHECKBOX 
 Testing

 FORMCHECKBOX 
 Harvesting for human consumption or further processing


 FORMCHECKBOX 
 Immediate


 FORMCHECKBOX 
 Delayed

 FORMCHECKBOX 
 Removal and Disposal (if required)


 FORMCHECKBOX 
 Immediate


 FORMCHECKBOX 
 Delayed

 FORMCHECKBOX 
 Other measures

Second year

 FORMCHECKBOX 
 Testing

 FORMCHECKBOX 
 Harvesting for human consumption or further processing


 FORMCHECKBOX 
 Immediate


 FORMCHECKBOX 
 Delayed

 FORMCHECKBOX 
 Removal and Disposal (if required)


 FORMCHECKBOX 
 Immediate


 FORMCHECKBOX 
 Delayed

 FORMCHECKBOX 
 Other measures

7.2 Description of the measures of the programme

Target Population: C.gigas
Tests & sampling scheme: 
All mollusc growing areas in each of the 9 compartments covered by the surveillance programme will be sampled when water temperatures are conducive to disease expression i.e. during that period of the year when the prevalence of OsHV1-uvar is known to be at it’s highest in Ireland. All mollusc farming areas in each compartment will be tested. 
Three of the compartments in the programme (Drumcliffe, Streamstown and Galway) have hatcheries which hold C.gigas.  In each hatchery, each production cohort will be sampled according to the parameters outlined  below. In addition, where more than one water source is used in the hatchery, oysters representing all water sources will be included in the sample. In situations where the oysters in the hatchery are not usually kept at temperatures above 16°C, they will be kept alive in water which will be held at that temperature for two weeks prior to testing.
A sample will be taken from each of the sampling points detailed in Section 6.7 above and displayed in Annex 1. The three hatcheries detailed above will also be sampled. Depending on the size of the animal to be sampled, the following regime will be used:

 (i)
In the case of larvae, 3 pools of 50 mg of whole oysters (including shell), which be collected between 4 and 8 days after fecundation. 

(ii) 
In the case of spat of 6mm or less, 30 pools of 300 mg of whole oysters (including the shell).

(iii) In the case of oysters bigger that 6 mm, 150 oysters which will be tested individually, unless it is found that pooling of oysters does not decrease the sensitivity or specificity of the test method. Any such move towards pooling of samples would only be used following approval from the Commission and the EU-RL. 

Laboratory to be used: Fish Health Unit, Marine Institute, Oranmore, Co. Galway. 

Samples will be screened using Real Time PCR (Sybr Green method) and any positives detected using this method will be re-tested using conventional PCR, to determine if the virus is OsHV1 or OsHV1-uvar. Where discrepancies arise between the results from the real Time PCR method and the conventional PCR method, lab samples will be sent to the EU-RL for confirmation and a further sample of oysters will also be taken from the site of origin. It will be ensured that this sample is kept at 16°C for at least two weeks before re-testing.
Where new test methods become available and are approved by the EU-RL, the methodology detailed above may be adapted to take account of these developments. 
The PCR protocols to be used at any given time will reflect those which are available on the EU-RL website.   
Rules on movements of animals: Restrictions on movements of Pacific oysters into the areas covered by the surveillance programme are applicable to C. gigas intended for further farming and relaying, and for purification centres, dispatch centres and similar businesses not equipped with effluent treatment systems capable of reducing the risk of transmitting diseases to the natural waters to an acceptable level. The movement restrictions are to be limited to C. gigas. 

Measures in the case of a positive result: Any further positive findings will result in the area(s) being removed from the surveillance programme and the Commission and other Member States being informed. The placing on the market requirements set out in Council Directive 2006/88/EC will be fully adhered to at all times. 

Control & supervision on the implementation of the programme and reporting: The implementation of the programme will take place under the full supervision of the competent authority and results will be reported to the Commission by 31 December each year.  

ANNEX I
COMPARTMENTS AND SAMPLING POINTS COVERED BY THE OsHV1-uvar PROGRAMME TO BE IMPLEMENTED IN IRELAND IN 2012
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Annex II
Details of the Aquaculture Production Businesses in each of the 9 compartments covered by the amended OsHV1-uvar Programme in Ireland.
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	Area covered
	Farms and mollusc farming areas included

	Name of area covered
	Compartment Number
	Register number
	Name
	Geographical position or address

	Sheephaven Bay
	Compartment 1
	498
	Tairgi Mara Tirlachan Teo
	Sheephaven Bay, Co. Donegal

	Gweebarra Bay
	Compartment 2
	227
	Sliogeisc Baigh Gaothbarra Teo
	Gweebarra Bay, Ballyeirston, Maas, Poortnoo, Co Donegal

	Blacksod Bay
	Compartment 3
	Not in operation
	Not in operation
	Not in operation

	Broadhaven


	Compartment 3
	328
	Tony Mc Grath
	Broadhaven, Co Mayo.

	Drumcliff


	Compartment 3
	333
	Sean Haran
	Drumcliff Bay, Co Sligo

	Drumcliff


	Compartment 3
	330
	Atlantic Clams Ireland Ltd.
	Drumcliff Bay, Co. Sligo

	Drumcliff


	Compartment 3
	332
	Lissadell Shellfish Co. Ltd
	Dispatch and Depuration Lissadell, Co. Sligo

	Killala Bay


	Compartment 3
	314
	John Munnelly
	Killala Bay, Co. Mayo

	Streamstown Bay
	Compartment 4
	231
	Boet Mor Seafoods
	Streamstown Bay, Claddaghduff, Co Galway

	Streamstown Bay
	Compartment 4
	237
	Dooncastle Oysters
	Doon, Streamstown Bay, Claddaghduff, Co Galway

	Streamstown Bay
	Compartment 4
	242
	Liam Allen & Alan Kelly
	Streamstown Bay, Clifden, Co Galway

	Streamstown Bay
	Compartment 4
	256
	Omey Oyster Co. Ltd
	Streamstown Bay, Co. Galway

	Streamstown Bay
	Compartment 4
	259
	Ardagh Oysters Ltd
	Streamstown Bay, Co. Galway

	Streamstown Bay
	Compartment 4
	231
	Boet Mor Seafoods
	Streamstown Bay, Claddaghduff, Co Galway

	Bertraghboy Bay
	Compartment 5
	258
	Ronan Browne
	Bertraghboy Bay, Co. Galway

	Galway Bay
	Compartment 5
	236
	Doorus Point Shellfish
	Doorus Point, Moy Road, Kinvara, Co Galway

	Galway Bay
	Compartment 5
	244
	Mattie Larkin
	Tyrone Bay, Killeenaran, Co Galway

	Galway Bay
	Compartment 5
	248
	Keane Seafoods Ltd
	Mweeloon Bay, Co Galway

	Galway Bay
	Compartment 5
	252
	Maree Oysters Ltd
	Curradhduff, Maree, Clarinbridge, Co.Galway

	Galway Bay
	Compartment 5
	255
	Rainer Krause & David Krause
	Kinvara Bay, Co. Galway

	Galway Bay
	Compartment 5
	479
	De Burca Oysters
	Lackanaloy, Co Galway
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	Area covered
	Farms and mollusc farming areas included

	Name of area covered
	Compartment Number
	Register number
	Name
	Geographical position or address

	Galway Bay
	Compartment 5
	479
	De Burca Oysters
	Mweeloon Bay,  Maree, Co Galway

	Galway Bay
	Compartment 5
	479
	De Burca Oysters
	Prospect Hill,  Maree, Co Galway

	Galway Bay
	Compartment 5
	123
	Burren Bay Shellfish Ltd
	Muckinish Bay, New Quay, Burrin, Co. Clare

	Galway Bay
	Compartment 5
	122
	Cartron Point Shellfish Ltd
	The Hatchery, New Quay, Burrin, Co Clare

	Galway Bay
	Compartment 5
	119
	Dolphin Sea Farms Ltd
	Poulnaclough Bay, Muckinish East, Bell Harbour, Co. Clare

	Galway Bay
	Compartment 5
	124
	Clareaqua Ltd
	Doirín Scanlans Island, Finavarra, Co. Clare

	Galway Bay
	Compartment 5
	125
	Pooldoody Aquaculture Ltd
	Poulnaclough Bay, Dooneen, Bell Harbour, Co. Clare

	Galway Bay
	Compartment 5
	126
	Feargal Langley (Bell Harbour)
	Muckinish Bay, Co.Clare

	Galway Bay
	Compartment 5
	501
	Galway Shellfish Ltd
	Island Eddy 01, Kilcolgan, Co. Galway

	Galway Bay
	Compartment 5
	502
	Clarinbridge Oyster Co-operative Society Ltd
	Clarinbridge Oyster Fishery

	Galway Bay
	Compartment 5
	502
	Clarinbridge Oyster Co-operative Society Ltd
	St George Oyster Fishery

	Galway Bay
	Compartment 5
	121
	Redbank Shellfish
	Aughanish Bay, Redbank, New Quay, Co. Clare

	Galway Bay
	Compartment 5
	250
	Michael Kelly Shellfish Ltd
	Killeenaran, Clarinbridge, Co Galway

	Galway Bay
	Compartment 5
	249
	Michael Kelly Shellfish Ltd
	Purification Centre, Tyrone, Kilcolgan, Co. Galway

	Galway Bay
	Compartment 5
	249
	Michael Kelly Shellfish Ltd
	Dispatch Centre, Tyrone, Kilcolgan, Co. Galway

	Askeaton
	Compartment 6
	382
	Alan O Sullivan
	Poularone Creek, Shannon Estuary, Co. Limerick

	Ballylongford Bay
	Compartment 6
	285
	Peter Tighe
	Bunaclugga Bay, Ballylongford, Co. Kerry

	Ballylongford Bay
	Compartment 6
	261
	Ballylongford Shellfish Producers Group
	Ballylongford Bay, Co. Kerry

	Ballylongford Bay
	Compartment 6
	283
	Patrick Sugrue
	Ballylongford Bay, Co. Limerick

	Ballylongford Bay
	Compartment 6
	292
	John Costello
	Wildbank, Bunaclugga Bay, Ballylongford, Co. Limerick
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	Area covered
	Farms and mollusc farming areas included

	Name of area covered
	Compartment Number
	Register number
	Name
	Geographical position or address

	Poulnasherry Bay
	Compartment 6
	118
	Moveen Shellfish
	Camoige Point, Clarefield, Co. Clare

	Poulnasherry Bay
	Compartment 6
	118
	Moveen Shellfish
	Poulnasherry Bay, Clarefield, Co. Clare

	Poulnasherry Bay
	Compartment 6
	120
	Hugh Sheehy
	Camogue Point, Kilrush, Co. Clare

	Poulnasherry Bay
	Compartment 6
	120
	Hugh Sheehy
	Poulnasherry Bay, Kilrush, Co. Clare

	Poulnasherry Bay
	Compartment 6
	128
	Shannon Oysters
	Poulnasherry Bay (Areas N,I&C) Co. Clare

	Poulnasherry Bay
	Compartment 6
	129
	Thomas Blunnie
	Poulnasherry Bay, Kilrush, Co. Clare

	Poulnasherry Bay
	Compartment 6
	476
	Moyasta Shellfish
	Camoige Point,River Shannon, Co. Clare.

	Poulnasherry Bay
	Compartment 6
	476
	Moyasta Shellfish
	Poulnasherry Bay Inner, Kilrush, Co. Clare.

	Poulnasherry Bay
	Compartment 6
	503
	Michael McMahon
	Poulnasherry Bay, Kilrush, Co. Clare

	Poulnasherry Bay
	Compartment 6
	268
	Glen & Mary Driver
	Poulnasherry Bay, Moyasta, Co. Clare

	Shannon Estuary
	Compartment 6
	127
	CLAREFISH
	Rinevella Bay Oyster Farm, Rinevella Bay, Rehy East, Cross, Co. Clare

	Shannon Estuary
	Compartment 6
	372
	Sea Lyons Seafood
	Carrigaholt, Co. Clare.

	Shannon Estuary
	Compartment 6
	372
	Sea Lyons Seafood
	Pier Road, Carrigaholt, Co. Clare

	Shannon Estuary
	Compartment 6
	186
	Alan O Sullivan
	River Shannon East, Co. Limerick

	Shannon Estuary
	Compartment 6
	390
	Atlantic Shellfish Ltd.
	River Shannon East, Co. Limerick

	Shannon Estuary
	Compartment 6
	390
	Atlantic Shellfish Ltd.
	River Shannon West, Co. Limerick

	Kenmare River
	Compartment 7
	290
	Templenoe Oysters Ltd
	Grenane, Templenoe, Kenmare, Co. Kerry

	Dunmanus Bay
	Compartment 8
	171
	SeaGardens Ltd
	Durrus, Bantry Bay, Co. Cork

	Kinsale
	Compartment 9
	156
	Kinsale Seafoods Ltd
	Jagoes Point, Abbeylands, Kinsale,  Co. Cork

	Kinsale
	Compartment 9
	156
	Kinsale Seafoods Ltd
	Kilnacloona Strand, Kilnacloona Shore, Kinsale, Co. Cork.

	Kinsale
	Compartment 9
	156
	Kinsale Seafoods Ltd
	Murphy's Point, Ringfinnan, Kinsale, Co. Cork

	Oysterhaven


	Compartment 9
	340
	PKC Ltd
	Oysterhaven, Co. Cork.

	Oysterhaven


	Compartment 9
	150
	Haven Shellfish
	Oysterhaven, Co. Cork
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