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 Annexes II-VI of Commission Decision 2009/177/EC  

of 31 October 2008  

implementing Council Directive 2006/88/EC as regards surveillance and 

eradication programmes and disease-free status of Member States, zones 

and compartments  

 

ANNEX II Model for submission of surveillance programmes for approval 
and for declarations of surveillance programmes 

ANNEX III 

 

Part A Model for information to be submitted in relation to submissions 
of surveillance programmes for approval on the epidemiological 
situation/evolution of the disease in the last four years (one table 
for each year of implementation) 

Part B 

 

Model for information to be submitted in relation to submissions 
for approval of surveillance programmes on targets (one table for 
each year of implementation) 

ANNEX IV Model for submissions of applications for and declarations of 
disease-free status 

ANNEX V Model for information to be submitted in relation to submissions 
of applications for and declarations of disease-free status (one 
table for each year of implementation) 

ANNEX VI  Model report 

 1.  Report related to testing of animals  

 2.  Report on testing farms or farming areas 
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ANNEX IV 

 

Declaration of the Danish disease free status (category I) for Marteilia refringens  

in the South-western part of Kattegat, the Belt Sea, and the Isefjord area  

(in accordance with Commission Decision 2009/177/EC (Annex IV)). 

 

Model for submissions of applications for and declarations of disease-free status 

Requirements/information needed Information/further explanation and 

justification 

1. Identification of the programme 

1.1. Declaring Member State Denmark 

1.2. Competent authority (address, 
fax, e-mail) 

Danish Veterinary and Food Administration, Stationsparken 
31-33, 2600 Glostrup, Denmark. 

Fax: +45 72276501. Phone: +45 72276518.  

e-mail: stim@fvst.dk   

1.3. Reference of this document  Stig Mellergaard 

1.4. Date sent to the Commission 11 February 2014 

2. Type of communication 

2.1. X Declaration of disease-free status 

2.2. □ Submission of application for disease-free-status 

3. National legislation
1
 So far national legislation on Marteilia and Bonamia freedom 

is only present for the Limfjord.  

As soon as this declaration has been adapted, amendments of 
the existing legislation will be conducted. 

The existing legislation in relation to the programme in the 
Limfjord is Order no. 856 of 12 September 2000 amended by 
Order no. 1073 of 11 November 2005. 

“Bekendtgørelse nr. 968 af 24. juli 2013 om overvågning og 
bekæmpelse af visse smitsomme sygdomme hos akvatiske 
organismer.  Bekendtgørelse nr. 965 af 23. juli 2013 om 
autorisation og drift af akvakulturbrug, samt om omsætning af 
akvatiske organismer og produkter deraf” as changed. These 
orders are the implementation of Directive 2006/88/EC and 
the legal bases is “Lov om hold af dyr” 

                                                 
1 National legislation in force applicable to the declaration of and application for disease-free status. 
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4. Diseases 

4.1. Fish  VHS  

□ IHN 

□ ISA  

□ KHV  

4.2. Molluscs X infection with Marteilia refringens  

□ infection with Bonamia ostreae  

4.3. Crustaceans  □ White spot disease 



 

EN 3   EN 

5. Grounds for disease free-status  

5.1. □ No susceptibles2   
 

5.2. □ Pathogen not viable3    

5.3. □ Historic free-status4    

5.4. X Targeted surveillance5 
 
2 years. High sample 

size 

6. General information  

6.1. Competent authority6 
 

Danish Veterinary and Food Administration, Glostrup 

Aquaculture, Danish Veterinary and Food Administration, 
Veterinary Control Office South, Vejle. 

Three veterinarians specialized as fish and mollusc pathologists 
are employed full time at the Aquaculture section and one is 
employed on ad hoc basis. The staffs cover the surveillance and 
monitoring of health and diseases in aquaculture animals in all 
parts of Denmark. Further a halftime administrative person is 
employed in the section. 

The veterinarian’s main duties are to carry out health 
inspections, and sampling for laboratory control of health status 
of the fish and mollusc farms. They conduct on annual basis 
clinical inspection of fish and mollusc farms, collect samples of 
fish for laboratory testing, and provide export certification 
pertaining to fish and mollusc diseases.  

Surveillance visits at mollusc farms have the following features: 

• Visits are usually announced as vessels belonging to the 

                                                 
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 of 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 rears 
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. 
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mollusc farm usually are required for logistic purposes. 

• The veterinarians inspect the farm facilities and make 
control of farm records especially with respect of 
discovering abnormal mortality in the farm stock.  

• Normally, the operator meets with the veterinarian to 
discuss any significant findings. 

If the presence of a notifiable disease (including any exotic 
disease) is suspected, samples are sent to the laboratory (NRL) 
and interim restrictions are placed on the farm, in consultation 
with the farmer, pending the conduct of further investigations. In 
the period prior to laboratory diagnosis the farm is not allowed to 
move or sell live molluscs. Restrictions are also placed on other 
farms in the same mollusc farming area or if possible hazardous 
contacts are ruled out. 

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

 Aquaculture, Danish Veterinary and Food Administration, 
Veterinary Control Office South, Vejle are in charge for 
supervision and coordination for all stakeholders in the 
programme area. 

The declaration of disease free status of Marteilia refringens 
covers the natural mussel stocks in the South-western part of 
Kattegat, the Belt Sea, and the Isefjord area and a few 
aquaculture facilities situated in the area.  

The declaration area includes eleven “potential” mussel farming 
establishments (see maps in Annex). Most of them are under 
construction and the active facilities have been included in the 
sampling scheme where possible. 

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 

In the declaration area it is the natural mussel (Mytilus edulis) 
stock that is utilised for seasonal fishery. At the moment the 
utilisation is limited as most of the mussel processing plants are 
situated in the Limfjord which is officially free from Marteiliosis 
and Bomamiosis and only mussels from the latter area can be 
processed here. The part of the mussel fishing fleet that utilise 
the natural populations in the area works on contract for the 
processing industry. 

Both the fishermen and the processing industry is organised 
within the organisation Danish Shellfish Association. Only three 
aquaculture establishments with mussel production are situated 
within the declaration area. These plants are established in 
connection with aquaculture production facilities for marine 
production of rainbow trout. 

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)?  

 Notification duty of suspicion of Marteilia (and Bonamia) has 
been in place since 2000 as both infestations became notifiable 
in all Danish waters at that time. 

                                                 
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.  
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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 

 See point 5.4.  

The mussel populations in the declaration areas has only 
undergone limited utilisation as there is only one processing 
plant in the Kattegat region. However, an early detection system 
has already been in place in the Limfjord, since 2000. As it is the 
same organisations and group of fishermen that have been 
involved in the utilisation of the mussel stocks in the Limfjord 
which in future will be involved in the utilisation of the mussel 
stocks in the Kattegat region, all involved stakeholders are aware 
of the provisions for early detection and notification of 
unexplained mortalities in the mussel populations. 

Early detection of Marteilia in mussels is, however, only an 
arbitrary concept as there so far never have been reported 
mortalities associated with Marteilia M in mussels. 

6.6. Source of aquaculture 
animals of species 
susceptible to the disease in 
question entering in the 
Member State, zone or 
compartments for farming.  

Natural stock of common mussel (Mytilus edulis) originating in 
the declaration area. 

6.7. Guidelines on good hygiene 
practice9 

 As the mussel catches is going to be processed for human 
consumption all microbiological criteria for harvest of mollusc 
species is followed. Fishing is not permitted until a 
microbiological examination have been conducted and showed 
that the established criteria are met. 

7. Area covered
 

7.1.  Member State   

7.2.  Zone (entire 
water 
catchment 
area)10 

  

7.3. X Zone (part of 
water 

  The disease free and, hence, surveillance area appears from the maps in the 
Annex. The declaration area consists of four mollusc fishing areas (see maps 

                                                 
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 to 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.  
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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. 

in the Annex (Fig 1)) delimited in north by a line from Ebeltoft (geographic 
position: 56º08’34.04 N; 10º42’50.02 E) in west to Hundested (55º58’23.14 
N; 11º51’10.43 E) in east. In south the area is delimited from (54º51’16.26 N; 
9º59’43.99 E) in west via Bagenkop on the island of Langeland (54º43’16.27 
N; 10º41’53.00 E) and Nakskov Fjord (54º45’54.49 N; 10º59’55.47 E) in 
east. 

The squares in the map of the different areas indicate approved locations 
where commercial fishery for both finfish and mussels can be conducted. 
However, the stock density of mussels as well as the bottom conditions do 
not allow for mussel fishery in all areas. Therefore, sampling has only taken 
place where mussel fishery will be conducted in future. 

The eleven mussel farms are situated at the following geographical positions 
(see map in Annex):  

Farm 1: 56.20691041N, 10.44842113E; Auth. No. 34707545117496 

Farm 2: 56.21476928N, 10.59368206E; Auth. No. 34105820121388 

Farm 3: 55.94839470N, 10.27545262E; Auth. No. 34707545117498 

Farm 4: 55.83883259N, 9.99761104E; Auth. No. 16038784120098 

Farm 5: 55.79616159N, 10.05430589E; Auth. No. 16038784119181 

Farm 6: 55.77565158N, 10.05589122E; Auth. No. 16038784120873 

Farm 7: 55.77789552N, 10.07520497E; Auth. No. 16038784120872 

Farm 8: 55.76250174N, 10.04270552E; Auth. No. 78159413119180 

Farm 9: 55.67039545N, 9.78212218E; Auth. No. 74639216117507 

Farm 10: 55.48117323N, 11.10540225E; Auth. No. 17895907119197 

Farm 11: 55.47006084N, 11.04961448E; Auth. No. 17895907119723 

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

  

                                                 
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.  
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7.5. □ Compartment independent of the surrounding health status13 

Identify and describe for each 
farm the water supply14 

□ Well, borehole or 
spring  

□ Water treatment plant 
inactivating the 
relevant pathogen15 

 Not relevant 

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.  

 Not relevant 

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

 Not relevant 

7.6. □ Compartment dependent on the surrounding health status16 

 □ One epidemiological unit due to geographical localisation and 
distance from other farms/farming areas17 

 Not relevant 

 □ All farms comprising the compartment fall within a common 
biosecurity system.18 

 Not relevant 

 □ Any additional requirements19  Not relevant 

                                                 
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.  
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8. Geographical demarcation 
20

 

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

  

8.2. □ Non-free buffer zone21  Geographical demarcation26 All other non-declared 
Danish marine waters.   

Farms or mollusc farming areas 
covered (registration numbers, 
geographical situation and health 
status22) 

 

Type of health surveillance   

8.3. □ Non-free zones or 
compartments23 

Geographical demarcation26   

Farms or mollusc farming areas 
covered (registration numbers 
geographical situation and health 
status22) 

  

8.4. □ Extension of disease-
free zone to other 
Member States24  

Geographical demarcation26   

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

Geographical demarcation26  

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

See: https://chr.fvst.dk/ 

The Limfjord is so far the 
only disease-free area in DK. 
See Annex 

9. Farms or mollusc farming areas which commence or recommence their activities
25 

9.1. □ New farm   

9.2. □ Recommencing 
farm 

□ Health history of farm known to 
Competent authority  

  

 □ Not subject to animal health 
measures in respect of listed diseases  

  

 □ Farm cleaned, disinfected and, as 
necessary, fallowed  

  

                                                 
25 In accordance with Part II.4 of Annex V to Directive 2006/88/EC. 
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ANNEX V 

Model for information to be submitted in relation to submissions of applications for and declarations of disease-free status (one table for each 

year of implementation) 

1. Data on testing animals 

Member State, zone or compartment
(a)

 

Disease: …Martelia………… Year: ………2012 

Farm or mollusc 

farming 

area
(b) 

Number of 

samplings  

Number of 

clinical 

inspections 

Water 

temperature at 

sampling/ 

inspection 

Species at 

sampling 

Species 

sampled 

Number of 

animals sampled 

(total and by 

species) 

Number of 

tests 

Positive 

results of 

laboratorial 

examination 

Positive results 

of clinical 

inspections 

Area I:          

 Area 68 Wild 1 1 Above 17o C or 
just prior to a 
period with 
water 
temperatures 
above 17o C 

Common 
mussels 

(Mytilus 

edulis) 

 

50 

 

50 0 0 

Farm No. 6 (Area 
66) 

1 1 As above As above As above 50 50 0 0 

Area 60 Wild 1 1 As above As above As above 50 50 0 0 

Area II:          

Area 76 Wild 1 1 As above As above As above 50 50 0 0 

Area 80 Wild 1 1 As above As above As above 50 50 0 0 
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Area 86 Wild 1 1 As above As above As above 50 50 0 0 

Area III:          

Area 105Wild 1 1 As above As above As above
  

50 50 0 0 

Area 111 Wild 1 1 As above As above As above 50 50 0 0 

Area 116  Wild 1 1 As above As above As above 50 50 0 0 

Area IV:          

Farm NO. 10 (Area 
102) 

1 1 As above As above As above 50 50 0 0 

Farm No 11 (Area 
102) 

1 1 As above As above As above 50 50 0 0 

Area 179 Wild 1 1 As above As above As above 50 50 0 0 

TOTAL                         12                              12 600 TOTAL     0                 0 

(a) Member State, zone or compartment as defined in point 7 of Annex IV. 
(b) When the number of farms/mollusc farming areas is limited or no farms/mollusc farming areas are present in whole or parts of the Member State, zone or compartment 

subject to the application or declaration, and sampling therefore is done in wild populations, the geographical situation of the sampling should be given.  
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Model for information to be submitted in relation to submissions of applications for and declarations of disease-free status (one table for each 

year of implementation) 

1. Data on testing animals 

Member State, zone or compartment
(a)

 

Disease: …Martelia………… Year: ………2013 

Farm or mollusc 

farming 
area

(b) 

Number of 

samplings  

Number of 

clinical 

inspections 

Water 

temperature at 

sampling/ 

inspection 

Species at 

sampling 

Species 

sampled 

Number of 

animals sampled 

(total and by 

species) 

Number of 

tests 

Positive 

results of 

laboratorial 

examination 

Positive results 

of clinical 

inspections 

Area I:          

 Area 60 Wild 1 1 Above 17o C or 
just prior to a 
period with 
water 
temperatures 
above 17o C 

Common 
mussels 

(Mytilus 

edulis) 

 

50 

 

50 0 0 

Area 65 Wild 1 1 As above As above As above 50 50 0 0 

Area 68 Wild 1 1 As above As above As above 50 50 0 0 

Area II:          

Area 74 Wild 1 1 As above As above As above 50 50 0 0 
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Area 78 Wild 1 1 As above As above As above 50 50 0 0 

Area 80 Wild 1 1 As above As above As above 50 50 0 0 

Area III:          

Area 105Wild 1 1 As above As above As above
  

50 50 0 0 

Area 111 Wild 1 1 As above As above As above 50 50 0 0 

Area 115  Wild 1 1 As above As above As above 50 50 0 0 

Area IV:          

Farm No. 10 (Area 
102) 

1 1 As above As above As above 50 50 0 0 

Farm No. 11 (Area 
102) 

1 1 As above As above As above 50 50 0 0 

Area 179 Wild 1 1 As above As above As above 50 50 0 0 

TOTAL                         12                              12 600 TOTAL     0                 0 

(a) Member State, zone or compartment as defined in point 7 of Annex IV. 
(b) When the number of farms/mollusc farming areas is limited or no farms/mollusc farming areas are present in whole or parts of the Member State, zone or compartment 

subject to the application or declaration, and sampling therefore is done in wild populations, the geographical situation of the sampling should be given.  


