GUIDANCE NOTE 

ON
THE COMMISSION REGULATION (EU) No 175/2010
Implementing Council Directive 2006/88/EC as regards measures to control increased mortality in oysters of the species Crassostrea gigas in connection with the detection of Ostreid herpesvirus 1uvar (OsHV-1)

1.0 BACKGROUND

The above Commission Regulation was voted through the Standing Committee on the Food Chain and Animal Health (SCOFCAH) on Tuesday, January 19th and was published on March 2nd. 
The Regulation is the Commission’s response to the increased mortality of C.gigas experienced in France, the Channel Islands and Ireland, in 2008 and 2009.

The main objectives of the Regulation are:

· to protect Member States which have not to date, been affected by this mortality.
· to protect areas which are currently free in an otherwise affected Member State. 

· to cause the minimum amount of disruption to trade whilst still aiming to control disease spread.
· To learn more about the relationship between OsHV1-uvar and the mortalities which have been experienced here and abroad in 2008 and 2009. 

Importantly, it should be noted that the provisions of the Regulation:

· relate only to C.gigas 
· apply only from 15 March 2010 to 31 December 2010
2.0 TERMINOLOGY
Before outlining the main measures of the Regulation, it is important to explain some of the terminology used in it.

The main areas of differentiation in the Regulation are between 
· “containment areas”,

· “compartments previously subjected to control measures” and
· “Member States and compartments which have established a programme for the early detection of OsHV1-uvar”.  

In this case, a “containment area” is one which may be established in 2010, as a result of reports of increased mortality and following laboratory confirmation by the Marine Institute, of the presence of OsHV-1 (the variant strain of herpes virus) in a sample from the site experiencing the increased mortality. 
“Compartments previously subjected to control measures” are those areas where mortality due to OsHVI-uvar was confirmed in 2009.  In an Irish context, these areas are:

· Trawbreaga

· Dungloe

· Trawenagh

· Loughras Beg
· Donegal Bay
· Achill Sound

· Clew Bay

· Cromane

· Caherciveen

· River Ilen

· Ballymacoda

· Dungarvan

· Woodstown

· Carlingford Lough

· L.Swilly

· Bannow*
*Bannow Bay has been included as stock was moved there from Woodstown in late autumn ’09.

“Member States and compartments which have established a programme for the early detection of OsHV1-uvar” are areas other than those bullet pointed above.  Ireland’s official declaration of these surveillance areas has been accepted by the Commission and covers “the entire coastline of Ireland, with the exception of Trawbreaga, Dungloe, Trawenagh, Loughras Beg, Donegal Bay, Achill Sound, Clew Bay, Cromane, Caherciveen, River Ilen, Ballymacoda, Dungarvan, Woodstown, Carlingford Lough, L.Swilly and Bannow Bay*”.  

3.0 MAIN FEATURES OF THE REGULATION

3.1 Establishing a new Containment Area in 2010 

As soon as a grower experiences increased mortality in C.gigas on any of his sites in 2010, he must report this to the Marine Institute (091-387200/ notification@marine.ie).  Immediately following this report, a sample of oysters (minimum 12 animals) will be tested by the MI and if OsHV-1 uvar is detected, a new containment area will be established. 
3.2 Placing oysters on the market from this newly established containment area

Oysters can only be moved out of the newly established containment area under the following circumstances:
Either they must be intended for another containment area either within Ireland or abroad (this covers animals for farming, relaying and further processing)

  or 
if they are intended for anywhere other than  a containment area  in Ireland or abroad, the following must apply:

(i) They must be dispatched to processing plants, purification centres, dispatch centres which are equipped with effluent treatment systems which have been approved by the competent authority or
(ii) They must be packed and labelled for direct human consumption before dispatch or
(iii) They must come from a part of the containment area NOT affected by mortality AND they must be tested according to the regime outlined in Annex 1 of the Regulation. 
ALL consignments leaving a containment area for farming or relaying must be accompanied by an animal health certificate completed in accordance with the format outlined in Annex II of the Regulation.
It should be noted that Directive 2006/88/EC provides the following definition:

“relaying area” means any freshwater, sea, estuarine or lagoon area with boundaries clearly marked and indicated by buoys, posts or any other fixed means, and used exclusively for the natural purification of live molluscs.
3.3 How is “normal” trade re-established out of these new containment areas?

Trade to areas other than compartments which have established a programme for the early detection of OsHV1-uvar (see Section 3.5 below) can revert to “normal” trading practices, after 2 consecutive inspections by the official services, carried out 15 days apart, show that the increased mortality has ceased. 

3.4 Placing on the market requirements for C.gigas leaving areas previously affected by mortality/ OsHV-1 uvar in 2009 as well as those affected in 2010
Oysters originating from a containment area established either in 2009 or 2010, must be accompanied by a health certificate if they are intended for farming / relaying in Member States or compartments which have established a programme for the early detection of OsHV-1uvar.  The animals must come from a compartment which has been sampled and tested in accordance with the protocols outlined in Annex 1 of the Regulation and the laboratory results must comply with the requirements of the certificate i.e. they must test negative for OsHV-1uvar under certain environmental conditions.  
Otherwise, (i.e. if they are leaving the previously affected area destined for any area other than one under a surveillance programme for the early detection of OsHV1-uvar), certification is not required.
3.5 Establishment of a programme for the early detection of OsHV1-uvar.

It is in Ireland’s interest to establish a surveillance programme for the detection of OsHV1-uvar for our entire coastline, with the exception of the areas named in Section 2.0 above.  

The rationale is that whilst we have a surveillance programme in place, trade can continue with containment areas/ previously affected areas (e.g. France), but animals coming into the surveillance area must be tested to a high level (see Annex I of the Regulation), before a consignment can be brought in for farming/ re-laying.  
This will give growers in the areas of the country which are currently free of OsHV1-uvar, the option of continuing to buy stock from France, whilst ensuring that it comes in officially certified as having been tested to the specifications laid down in the Regulation.
To establish the surveillance programme, the MI must make an official submission to the Commission and must carry out sampling and testing of the surveillance areas in accordance with Annex I of the Regulation.  In order to retain the surveillance programme for the early detection of OsHV1-uvar (and the protection it provides), all samples collected from the surveillance area must test negative for OsHV1-uvar.

The MI has made the official submission to the Commission (as per Article 5.2) and this was accepted by all MS at the Standing Committee on the Food Chain and Animal Health (SCOFCAH) on March 2-3.
A report on the results of the surveillance programme must be submitted to the Commission by 1 October 2010.

3.6 Internet based information page

It is a requirement of the regulation that the MI (and the competent authority of every other affected MS) should establish an internet based information page, including maps, to outline details of:

· The containment areas which may be established in 2010

· The areas which were subject to containment measures in 2009 and which subsequently test negative for OsHV1-uvar
· The area covered by the programme established for the early detection of OsHV1-uvar
4.0 IMPORTANT FACTORS TO BE NOTED 
4.1 Moving oysters out of a previously affected area, into a surveillance area

If you are moving oysters out of an area which was previously subject to control measures in 2009 or 2010, to a surveillance area for farming or relaying, a sample of 150 oysters must be tested either during a period of the year when the water temperature exceeds 16°C or following a period of at least 15 days when the animals have been maintained under similar environmental conditions, in an experimental facility. In each case, all 150 animals must test negative for OsHV1-uvar using the protocol outlined in Annex 1, Part B of the Regulation and must be certified as such by the competent authority. Movements cannot occur unless this testing has been completed successfully.
4.2 Purchasing stock for farming/ relaying in a previously affected area

If you are purchasing oysters for farming/ relaying in a compartment (bay) which has been previously affected by OsHV1-uvar, there is no statutory requirement to have these animals tested, unless they are coming out of an active containment area (see below). However, as the purchaser, you can request that the animals are tested as though they were going into a surveillance area i.e. you, as the purchaser, can request the testing outlined in Section 4.1 above.  You should bear in mind that testing the consignment is likely to give more sensitive results than testing the compartment as a whole.  It should be noted however, that the suppliers are likely to pass on the cost of the testing to the purchaser. 

4.3 Moving stock out of an active containment area for farming/ re-laying in a non-containment area

If you are moving animals out of an active containment area for farming or re-laying in a non-containment area, the animals must originate from a part of the containment area not affected by the increased mortalities and each consignment must be subject to sampling according to Annex 1, Part A, Para2 and testing according to Annex 1, Part B.  All tests must prove negative and the animals must be certified by the competent authority. 

4.4 What countries have OsHV1-uvar Surveillance Programmes?

· Ireland – see details in Section 2.0 above

· United Kingdom – all C.gigas growing areas besides certain named areas in Jersey and in Northern Ireland (L.Foyle)

· The Netherlands – details yet to be released

ALL movements into these areas for farming or relaying must be certified in accordance with the certificate outlined in Annex II of the Regulation.   

4.5 When in doubt… 
When in doubt as to what the Regulations say in respect of a particular movement within the country or for import/ export, please call/ email the Marine Institute BEFORE you proceed.  Asking for guidance AFTER the movement has occurred, is not in anybody’s interest and may ultimately affect your Fish Health Authorisation.
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