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Foras na Mara





August 29th 2008
Dear Sir / Madam,

 Re:
Implementation of Directive 2006/88/EC and 
          SI No. 261 of 2008
1. BACKGROUND

You may be aware that the provisions of Council Directive 20006/88/EC (on animal health requirements for aquaculture animals and products thereof, and on the prevention and control of certain diseases in aquatic animals), will be implemented in Ireland from 1 August, 2008. This Directive has been transposed into Irish Law by the European Communities (Health of Aquaculture Animals and Products) Regulations 2008 (SI No. 261 of 2008), details of which are available on  http://www.marine.ie/home/services/operational/fishhealth/
The Directive has been in development since September 2000 and its provisions have been discussed on a number of occasions with representatives of the aquaculture industry, both at EU level and nationally.

The main objectives of the new legislation, as well as areas of change from current policy, are outlined in a document entitled “Summary of SI No 261 of 2008 - the European Communities (Health of Aquaculture Animals and Products) Regulations ” which can be viewed on http://www.marine.ie/home/services/operational/fishhealth/ 

2. AUTHORISATION
Under regulation 17 of SI No. 261 of 2008, one of the main areas of change for those growing / holding fish and shellfish is the requirement to hold a Fish Health Authorisation.  The following businesses must apply for a Fish Health Authorisation before 1 October, 2008:
(i) a fish, mollusc or crustacean farm,
(ii) an aquaculture processing business which carries out sanitary slaughter,
(iii) a purification or dispatch centre,
(iv) a premises where an aquaculture animal is kept without being sold or supplied,
(v) a put & take fishery,
(vi) a commercial aquarium, 

(vii) a quarantine facility and
(viii) a premises where ornamental fish are kept, in contact with natural water where the effluent is not disinfected.
3. APPLICATION PROCESS
To assist with the application process, find enclosed

(i) an Application Form and
(ii) a Guidance Document on the preparation of a Fish Health Management Plan.
The draft Code of Practice for Finfish Aquaculture in Ireland and the supporting Fish Health Handbook may also assist those businesses holding finfish, in preparing biosecurity plans.  These documents are available by contacting The Irish Salmon Growers Association, Irish Farm Centre, Bluebell, Dublin 12.
3.1 Application Forms

The Application Form is self-explanatory and may be used to apply for authorisations for up to 4 sites owned by the same company. Companies with more than 4 sites, should use multiple Application Forms, but return them as a unit.

3.2 Fish Health Management Plan

In order to be authorised, the Regulations require that an operator must have a system in place which enables him/her to demonstrate to the competent authority that the relevant requirements of the legislation are being fulfilled. Those requirements relate to record keeping, biosecurity and disease surveillance. SI 261 of 2008 further says that….The holder of a fish health authorisation…..operating an aquaculture business to which that provision refers, shall at the time of application for a fish health authorisation prepare and submit to the Marine Institute a fish health management plan detailing,-

(a)  a suitable risk based surveillance scheme,
(b)  the maintenance of appropriate records,
(c) the implementation of good hygiene practice,
(d) action to be taken if there are increased mortalities, and
(e) action to be taken if there is a suspicion of or outbreak of a disease listed in Part II of Annex IV to the Council Directive or in the Commission Decision so far as the Commission Decision relates to the State.
3.2.2 Record Keeping

Find enclosed a guidance document which can be used to assist in the preparation of a Fish Health Management Plan specific for your site(s).  We provide details on how your movement, mortality and health surveillance records might be kept. Although the format for such record keeping will not be prescribed at this juncture by the Marine Institute, the scope of the information outlined in the guidance document should be reflected in the paperwork available on each authorised site during an inspection. 
3.2.3 Notification

The enclosed guidance document also indicates what should be included in the Fish Health Management Plan in relation to notification of increased mortality or suspicion of the presence of a listed disease. 

According to Council Directive 2006/88/EC, the diseases which must be reported are as follows:

FIN-FISH

· Epizootic haematopoietic necrosis (EHN)

· Epizootic ulcerative syndrome (EUS)

· Viral haemorrhagic septicaemia (VHS)

· Infectious haematopoietic necrosis (IHN)

· Koi herpes virus (KHV)

· Infectious salmon anaemia (ISA)

MOLLUSCS 
Infection with 
· Bonamia exitiosa
· Perkinsus marinus
· Mikrocytos mackini
· Marteilia refringens
· Bonamia ostreae 
CRUSTACEA

· Taura Syndrome
· Yellowhead Disease
· White Spot Disease 
In addition, the following fin-fish diseases are listed in Commission Decision 2004/453/EC and are also subject to notification in Ireland:
· Bacterial Kidney Disease (BKD)

· Spring Viraemia of carp (SVC)

· Gyrodactylosis (G. salaris) 

Increased mortality may be defined as …..that which is unexplained and significantly above the level of what is considered to be normal for the site under the prevailing conditions. For an initial 3 year period starting on August 1st, such mortality must be reported immediately.  It is however, our intention that following the completion of the initial three year period, the mortality trend on each site will be reviewed, and an estimation made of what level of mortality may be defined as abnormal for that site, at given points in the production cycle.  These figures will then be inserted in the FHMP for that site, and will be used as an indicator of when veterinary investigation is required.
3.2.4 Risk Based Surveillance Scheme

Under the new fish health regime, there will be three levels of health surveillance, categorised depending on the possibility of a site contracting a listed disease and then potentially spreading it to other sites. Details of these categories and of the number of inspections required for each Surveillance Level are outlined in Annex 1. 

In relation to those sites growing fin-fish, there will for the first time, be involvement from private veterinary services in a statutory scheme.  There will be a statutory requirement to name the veterinary practice which will carry out site inspections and to which disease suspicion/ increased mortality will be reported.  These private visits will augment those carried out by the Competent Authority. Private veterinary visits to shellfish growing sites are not currently envisaged, although shellfish farmers may elect to name a veterinary practice in Section 9 of the Application Form, if they so wish.  

Please consult the categories outlined in Annex 1 (fish) and Annex 2 (shellfish), and indicate clearly in your Fish Health Management Plan which Surveillance level your site(s) fall into. It is possible that the activities carried out on an individual site could classify it under two different headings. In such cases, in your Fish Health Management Plan, you should indicate which Surveillance levels you fall into and which activity has resulted in each classification (see Pg 4 of the guide/ template document). In such cases, your final categorisation will be decided by the Marine Institute and you will be notified of the overall categorisation for the site. 

3.2.5 Biosecurity

Although the principles of biosecurity remain the same no matter which site fish are produced on, the application of these principles will vary from site-to-site.
To assist you in producing a tailor-made Biosecurity Plan for your site - 
(a) you may refer to the Code of Practice and Handbook referred to in   Section 3.0 (iii) above, which has several sections which deal specifically with biosecurity on fin-fish sites and
(b) find enclosed, a short resume of the type of biosecurity related information which should be included in a FHMP for shellfish sites
It should be noted that your Biosecurity Plan must include reference to the use of registered transporters for the movement of live fish and shellfish, in an effort to avoid the risk of disease spread.
4. ADVICE
The Marine Institute will be available to offer assistance on the completion of application forms as required.  If you have any queries please contact:

· Fiona Geoghegan 

· Tel: 091-387200 / 087-2490105

· Email: fiona.geoghegan@marine.ie
· Frank McKiernan

· Tel: 087-6296397

· Email: frank.mckiernan@marine.ie
5. CONCLUSIONS
All of the businesses outlined in Section 2.0 above, must apply for a Fish Health Authorisation before 1 October, 2008.  The Application Form included in this pack must be completed for all the sites operated by your company.  It must be accompanied by an individualised Fish Health Management Plan and returned to
The Fish Health Unit
Marine Institute
Renville
Oranmore
Co. Galway
This Plan must contain (at a minimum) details related to record keeping, notification, risk based surveillance and biosecurity. Once the Marine Institute is satisfied that the operation for which the application is sought, complies with the requirements of the legislation, a Fish Health Authorisation will issue.  
Yours sincerely,
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__________________
FIONA GEOGHEGAN

FHU Manager

ANNEX 1
A. FIN-FISH – RISK BASED SURVEILLANCE 
HIGH SURVEILLANCE LEVEL
1. Sites importing live fish and ova (including “open” ornamental facilities)

2. Broodstock sites producing for themselves and others

3. Sites producing stock for on-growing elsewhere within the country or abroad
4. Sites other than those described in No. 3 below, where fish are grown for the purpose of stocking angling waters 
5. Marine sites (except those with protected water)

6. Aquaculture facilities with on-site processing units which process fish from other sites

7. Quarantine facilities

MEDIUM SURVEILLANCE LEVEL
1. Broodstock sites producing only for themselves

2. Freshwater sites producing fish for human consumption, including those processing solely their own fish

3. Sites producing fish for ranching purposes (i.e. those releasing fish back into the system from which the broodstock came)

LOW SURVEILLANCE LEVEL
1. Put & Take Fisheries

2. Ornamental Commercial Aquaria

3. Sites holding non-susceptible species (e.g. Arctic charr)*
4. Recirculation systems
* Consult Part II of Annex IV of Directive 2006/88/EC for the full list of susceptible species.  This is available at http://www.marine.ie/home/services/operational/fishhealth/

B. FIN-FISH - INSPECTION PROPOSAL 

	CATEGORY
	RISK BASED SURVEILLANCE

	HIGH SURVEILLANCE
	· 1 visit per year from private services (Active Surveillance) and
· 1 visit /year by MI (Active Surveillance & Compliance)

	MEDIUM SURVEILLANCE
	· 1 visit per year alternating between the  private services (Active Surveillance) and the MI  (Active Surveillance & Compliance)

	LOW SURVEILLANCE
	· 1 visit every 2 years alternating between the private services (Active Surveillance) and the MI (Active Surveillance & Compliance) 


NOTES
· “Active Surveillance” describes the process of clinical inspection where an appropriate number of  moribund/ dead fish are examined and samples are sent for laboratory analysis 

· “Compliance” refers to the process whereby the Competent Authority carries out an inspection to determine if the systems in place on the site reflect those required from a site which has been issued with a Fish Health Authorisation

· It should be noted that the inspection frequencies indicated above are in addition to those required as part of any surveillance programmes which may be approved under Article 44(1) of the Directive.  In the case of fin-fish the only surveillance programme which is envisaged is in relation to Koi Herpes Virus (i.e. on sites holding common carp and/or koi carp).
ANNEX 2

 A. SHELLFISH- RISK BASED SURVEILLANCE
HIGH SURVEILLANCE LEVEL
1. O.edulis growing sites 
2. Dispatch/ Depuration units in areas growing O.edulis which are free of Bonamia ostrea

MEDIUM SURVEILLANCE LEVEL
1. Sites importing seed or partially grown animals from abroad

2. Hatcheries supplying themselves and others

3. Dispatch/ Depuration Units in areas other than those outlined in No. 2 above 
4. Sites selling stock for further on-growing in areas outside their own bay 

LOW SURVEILLANCE LEVEL
1. Hatcheries producing solely for their own needs

2. Sites growing M.edulis for human consumption

3. Sites growing C.gigas for human consumption

4. Sites growing non-susceptible species (e.g. sea urchins, abalone etc)*
* Consult Part II of Annex IV of Directive 2006/88/EC for the full list of susceptible species.  This is available at http://www.marine.ie/home/services/operational/fishhealth/

B. SHELLFISH- INSPECTION PROPOSAL 

	CATEGORY
	RISK BASED SURVEILLANCE

	HIGH SURVEILLANCE
	· 1 visit /year from MI (Active Surveillance & Compliance)

	MEDIUM SURVEILLANCE
	· 1 visit every 2 years from MI (Active Surveillance & Compliance)

	LOW SURVEILLANCE
	· 1 visit every 2 years from MI (Active Surveillance)

· 1 visit every 4 years from MI (Compliance)


NOTES
· “Active Surveillance” describes the process of clinical inspection where an appropriate number of  moribund/ dead animals are examined and samples are sent for laboratory analysis 

· “Compliance” refers to the process whereby the Competent Authority carries out an inspection to determine where the systems in place on the site are compliant with those required from a site which has been issued with a Fish Health Authorisation

· It should be noted that the inspection frequencies indicated above are in addition to those required as part of any surveillance programmes which may be approved under Article 44(1) of the Directive.  In the case of molluscs this will involve testing native oysters in areas which are currently free of B.ostrea. 
· It should also be noted that the final status of a growing area will reflect the status of the highest risk farm within that growing area.
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