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COUNCIL DIRECTIVE 95/70/EC

of 22 December 1995

introducing minimum Community measures for the control of
certain diseases affecting bivalve molluscs

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and
in particular Article 43 thereof,

Having regard to the proposal from the Commission (1),

Having regard to the opinion of the European Parliament (2),

Whereas molluscs are listed in Annex II to the Treaty; whereas the
marketing of molluscs constitutes an important source of revenue for
the aquaculture sector;

Whereas the mollusc diseases referred to in Annex A, list II, to Council
Directive 91/67/EEC of 28 January 1991 concerning the animal health
conditions governing the placing on the market of aquaculture animals
and products (3), have a very serious effect on the shellfish industry;
whereas other diseases having a similar effect occur in third countries,
whereas a list of such diseases should be drawn up and the Commission
should be given the ability to adjust that list in the light of devel-
opments in the animal-health field;

Whereas an outbreak of such diseases can quickly take on epizootic
proportions, causing mortality and disturbances on a scale liable consid-
erably to reduce the profitability of shellfish-farming;

Whereas it is therefore necessary to establish at Community level the
measures to be taken in the event of outbreaks of disease, in order to
ensure rational development of shellfish-farming and to contribute to the
protection of animal health in the Community;

Whereas Member States should report to the Commission and the other
Member States all cases of abnormal mortality observed in bivalve
molluscs;

Whereas, in such an event, measures must be taken aimed at preventing
the spread of the disease, in particular with regard to the removal of live
bivalve molluscs from the farms or zones concerned;

Whereas a thorough epidemiological investigation is essential to
determine the origin of the disease and to prevent further spread;

Whereas, in order to ensure an effective system of control, diagnosis of
the diseases must be harmonized and carried out under the auspices of
responsible laboratories, the coordination of which may be ensured by a
reference laboratory designated by the Community;

Whereas, in order to ensure uniform implementation of this Directive, a
Community inspection procedure should be established;

Whereas common measures for the control of diseases form a minimum
basis for maintaining a uniform standard of animal health;

Whereas the Commission should be entrusted with the task of adopting
the necessary implementing measures,
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HAS ADOPTED THIS DIRECTIVE:

Article 1

This Directive establishes minimum Community measures for the
control of the diseases affecting bivalve molluscs referred to in this
Directive.

Article 2

1. For the purposes of this Directive, the definitions laid down in
Article 2 of Directive 91/67/EEC and Article 2 of Directive 91/492/
EEC (1) shall apply as necessary.

2. In addition, ‘observed abnormal mortality’ shall mean sudden
mortality affecting approximately 15 % of stocks and occurring over
a short period between two inspections (confirmed within 15 days). In
hatchery a mortality shall be considered abnormal when the farmer
cannot obtain larvae during a period which included successive
spawns from different broodstocks. In nursery a mortality shall be
considered abnormal when a sudden sizeable mortality occurs in a
short time on a number of tubes.

Article 3

Member States shall ensure that all farms rearing bivalve molluscs:

1. are registered by the official service; this registration must be kept
constantly up to date;

2. keep a record of:

(a) live bivalve molluscs entering the farm, containing all infor-
mation relating to their delivery, their number or weight, their
size and their origin;

(b) bivalve molluscs leaving the farm for reimmersion, containing all
information relating to their dispatch, their number or weight,
their size and destination;

(c) observed abnormal mortality.

This record, which shall be open to scrutiny by the official service at
all times, on demand, shall be updated regularly and kept for four
years.

Article 4

1. Member States shall ensure that a monitoring and sampling
programme is applied in bivalve mollusc farms, farming areas and
harvested natural beds in order to observe whether there is an
abnormal mortality and keep track of the health situation of stocks.

In addition, the official service may apply the above programme to
purification centres and storage tanks which discharge water into the
sea.

If, during application of this programme, any abnormal mortality is
observed, or if the official service has information giving it reason to
suspect the presence of diseases, the following measures shall be taken:
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— a list shall be drawn up of the sites where the diseases referred to in
Annex A, list II to Directive 91/67/EEC are present, provided that
such diseases are not the subject of a programme approved pursuant
to the aforementioned Directive,

— a list shall be drawn up of the sites at which abnormal mortality has
been observed as a result of the presence of the diseases referred to
in Annex D, or on which the official service has information giving
it reason to suspect the presence of diseases,

— monitoring of the evolution and geographical spread of the diseases
referred to in the first and second indents.

2. The detailed rules for implementing this Article, and inter alia the
rules to be applied for establishing the programme referred to in
paragraph 1, particularly as regards the frequency and timetable of
monitoring, procedures for taking samples (statistically representative
volume) and methods of diagnosis, shall be adopted in accordance
with the procedure provided for in Article 10.

Article 5

1. Member States shall ensure that the suspected presence of any
diseases referred to in Article 4 and any abnormal mortality rate
observed in bivalve molluscs in farms, in farming areas or in
harvested natural beds or in purification centres or storage tanks
which discharge water into the sea is notified as soon as possible to
the official service by the shellfish-farmers or any other person who has
made such observations.

2. In the case referred to in paragraph 1, the official service in the
Member States shall ensure that:

(a) samples are taken for examination in an approved laboratory;

(b) pending the result of the examination referred to in (a), no molluscs
leave the affected farm, farming area or harvested natural beds or
purification centres or storage tanks which discharge water into the
sea for relaying or reimmersion in another farm or in the aquatic
environment, unless authorized by the official service.

3. If the examination referred to in paragraph 2 (a) fails to demon-
strate the presence of a pathogen, the restrictions referred to in
paragraph 2 (b) shall be lifted.

4. If the examination referred to in paragraph 2 shows the presence
of a pathogen causing the observed abnormal mortality capable of being
the cause of that mortality, or of a pathogen of one of the diseases
referred to in Article 4, an epizootic investigation must be carried out by
the official service in order to determine the possible means of contam-
ination and to investigate whether molluscs have left the farm, the
farming area or the harvested natural beds for relaying or reimmersion
elsewhere during the period preceding observation of the abnormal
mortality.

If the epizootic investigation shows that the disease has been introduced
into one or more farms, farming areas or harvested natural beds as a
result inter alia of molluscs being moved, the provisions of paragraph 2
shall apply.

However, by way of derogation from Article 3 (1) (c) of Directive
91/67/EEC, the official service may, within its territory, authorize the
movement of live bivalve molluscs to other farms, farming areas or
harvested natural beds which are infected with the same disease.

If necessary, further appropriate measures may be decided on in
accordance with the procedure in Article 10.

5. The official service shall ensure that the Commission and the other
Member States are immediately informed, in accordance with the
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current Community procedures, of any cases of abnormal mortality rates
observed involving a pathogen, of any measures taken to analyse and
control the situation and of the cause of the mortality.

Article 6

1. Sampling and laboratory testing for the determination of the cause
of abnormal mortality of bivalve molluscs shall be carried out using the
methods established in accordance with the procedure laid down in
Article 10.

2. Member States shall ensure that in each Member State a national
reference laboratory is designated, with facilities and expert personnel
enabling it to carry out the testing referred to in paragraph 1.

3. By way of derogation from paragraph 2, Member States which do
not have a national laboratory competent in the matter may use the
services of a national laboratory with competence in the matter in
another Member State.

4. The list of national reference laboratories for diseases of bivalve
molluscs is set out in Annex C.

5. National reference laboratories shall cooperate with the
Community reference laboratory referred to in Article 7.

Article 7

1. The Community reference laboratory for diseases of bivalve
molluscs is indicated in Annex A.

2. Without prejudice to Decision 90/424/EEC of 26 June 1990 (1) on
expenditure in the veterinary field and in particular Article 28 thereof,
the functions and duties of the laboratory referred to in paragraph 1
shall be those laid down in Annex B.

Article 8

1. Commission experts may, to the extent necessary to ensure
uniform application of this Directive, carry out on-the-spot checks. In
so doing, they may carry out random, non-discriminatory checks to
ensure that the competent authority is monitoring compliance with the
requirements of this Directive.

The Commission shall inform the Member States of the results of these
checks.

2. The checks referred to in paragraph 1 shall be carried out in
collaboration with the competent authority.

3. The Member State in whose territory the inspections are carried
out shall provide the experts with any assistance they require to
accomplish their task.

4. Detailed rules for the application of this Article shall be adopted in
accordance with the procedure laid down in Article 10.

Article 9

Annex A shall be amended as necessary by the Council, acting by a
qualified majority on a proposal from the Commission.
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Annexes B, C and D may be amended as necessary in accordance with
the procedure laid down in Article 10.

▼M3

Article 10

1. The Commission shall be assisted by the Standing Committee on
the Food Chain and Animal Health set up pursuant to Article 58 of
Regulation (EC) No 178/2002 (1).

2. Where reference is made to this Article, Articles 5 and 7 of
Decision 1999/468/EC (2) shall apply.

The period laid down in Article 5(6) of Decision 1999/468/EC shall be
set at three months.

3. The Committee shall adopt its Rules of Procedure.

▼B

Article 11

By 31 December 1999 at the latest, the Commission shall submit a
report to the Council which has been drawn up, if necessary after
consulting the Scientific and veterinary Committee, taking account of
experience acquired in applying this Directive and of technical and
scientific developments, accompanied where appropriate by any
proposals for amendments.

The Council shall act by a qualified majority on any such proposals.

Article 12

1. Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Directive
before 1 June 1997. They shall forthwith inform the Commission
thereof.

When Member States adopt these provisions, they shall contain a
reference to this Directive or shall be accompanied by such reference
on the occasion of their official publication. The methods of making
such reference shall be laid down by Member States.

2. However, from the date laid down in paragraph 1, Member States
may, subject to the general rules of the Treaty, maintain or apply for
their production stricter provisions than those laid down by this
Directive. They shall notify the Commission of any such measure.

3. Member States shall communicate to the Commission the main
provisions of national law which they adopt in the field governed by
this Directive.

Article 13

This Directive shall enter into force on the 20th day following that of its
publication in the Official Journal of the European Communities.

Article 14

This Directive is addressed to the Member States.
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ANNEX A

COMMMUNITY REFERENCE LABORATORY FOR DISEASES OF
BIVALVE MOLLUSCS

IFREMER

Boîte Postale 133

17390 La Tremblade

France
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ANNEX B

FUNCTIONS AND DUTIES OF THE COMMUNITY REFERENCE
LABORATORY FOR DISEASES OF BIVALVE MOLLUSCS

The function and duties of the Community reference laboratory shall be:

1. to coordinate, in consultation with the Commission, the methods employed in
Member States for diagnosing diseases of bivalve molluscs, specifically by:

(a) building up and retaining a collection of histological slides, strains or
isolates of the relevant pathogens and making these available to
approved laboratories in the Member States;

(b) organizing periodic comparative tests of diagnostic procedures at
Community level;

(c) collecting and collating data and information on the methods of diagnosis
used and the results of tests carried out in the Community;

(d) characterizing isolates of pathogens by the most up-to-date and appro-
priate methods to allow greater understanding of the epizootiology of
the disease;

(e) keeping abreast of developments in the surveillance, epizootiology and
prevention of the relevant diseases throughout the world;

(f) retaining expertise on relevant disease pathogens to enable rapid differ-
ential diagnosis;

2. to assist actively in the diagnosis of disease outbreaks in Member States by
receiving pathogen isolates for confirmatory diagnosis, characterization and
epizootic studies;

3. to facilitate the training or retraining of experts in laboratory diagnosis with a
view to the harmonization of diagnostic techniques throughout the
Community;

4. to collaborate as regards methods of diagnosing exotic diseases, with the
competent laboratories in third countries where those diseases are prevalent.
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ANNEX C

NATIONAL REFERENCE LABORATORIES FOR DISEASES OF
BIVALVE MOLLUSCS

AT —

BE

CODA — CERVA — VAR
Veterinary and Agrochemical Research Centre
Groeselenberg 99
B-1180 Brussels

▼M6

BG

Национален диагностичен научноизследователски ветеринарно-
медицински институт Проф. д-р Георги Павлов
Национална референтна лаборатория Болести по рибите и
морските мекотели
бул. Пенчо Славейков 15
София 1606

(National Diagnostic Veterinary Research Institute
Prof. Dr. Georgi Pavlov
National Reference Laboratory for Fish Diseases and Molluscs
15, Pencho Slaveykov Blvd.
1606 Sofia)
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CY

State Veterinary Laboratory
Veterinary Services
1417 Athalassa
Nicosia

CZ —

DE

Friedrich-Loeffler-Institut
Bundesforschungsinstitut für Tiergesundheit
Boddenblick 5a
17493 Greifswald-Insel Riems
Tel.: +49 383 51-7-0
Fax: +49 383 51-7-151

DK

Danish Institute for Fisheries Research,
Dpt. for Marine Ecology and Aquaculture, Fish Disease Laboratory,
Stigboejlen 4,
DK-1870 Frederiksberg C

EE

Veterinaar- ja Toidulaboratoorium
Kreutzwaldi 30, 51006 Tartu, Estonia
Tel.: +372 7 386 100
Faks: +372 7 386 102
E-post: info@vetlab.ee

ES

Instituto de Investigaciones Marinas
CSIC
Eduardo Cabello, 6
E-36208 Vigo
Tel.: +34 986 214 462
Fax: +34 986 292 762
E-mail: pato1@iim.csic.es

FI

Danish Institute for Fisheries Research,
Dpt. for Marine Ecology and Aquaculture,
Fish Disease Laboratory,
Stigboejlen 4,
DK-1870 Frederiksberg C

FR

Laboratoire de génétique et pathologie
IFREMER
Ronce-les-bains
17390 La Tremblade
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GB

Cefas Weymouth Laboratory
Barrack Road
The nothe
Weymouth
Dorset DT4 8UB
UK

FRS Marine Laboratory
PO Box 101
375 Victoria Road
Torry
Aberdeen
AB11 9DB

GR

Centre of Thessaloniki Veterinary Institutions, Department of
Pathology of Aquatic Organisms,
80, 26th October Street,
GR-54627 Thessaloniki
Tel: +30.2310785104

HU —

IE

The Marine Institute
Rinville
Oranmore
Co. Galway

IT

Centro di referenza nazionale per lo studio e la diagnosi delle
malattie dei pesci, molluschi e crostacei c/o Istituto zooprofilattico
sperimentale delle Venezie,
V.le dell'Università,
10-35020 Legnaro (Pd)

LT

National Veterinary Laboratory
(Nacionalinė veterinarijos laboratorija)
J.J. Kairiūkščio 10
LT-08409 Vilnius

LU

CODA — CERVA — VAR
Veterinary and Agrochemical Research Centre
Groeselenberg 99
B-1180 Brussels

LV —

MT —

NL

Centraal Instituut voor DierziekteControle
CIDC-Lelystad
Hoofdvestiging: Houtribweg 39
Nevenvestiging: Edelhertweg 15
Postbus 2004
8203 AA Lelystad

PL

Laboratory Departement of Hygiene of Food of Animal Origin
Państwowy Instytut Weterynaryjny – Państwowy Instytut Badawczy
Al. Partyzantów 57, 24-100 Puławy
Tel.: +48.81.886 30 51
Fax: +48.81.886 25 95
E-mail: sekretariat@piwet.pulawy.pl

PT

IPIMAR
Instituto de Investigação das Pescas e do Mar
Av. Brasília
P-1449-006 Lisboa

▼M6

RO
Institutul de Diagnostic şi Sănătate Animală
Strada Dr. Staicovici nr. 63, sector 5,
Codul 050557, Bucureşti
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SE

Statens Veterinärmedicinska Anstalt
Department of Wildlife, Fish and Environment
SE-751 89 Uppsala
Tel (46-18) 18674000
Fax (46-18) 18674044

SI

Univerza v Ljubljani
Veterinarska fakulteta
Nacionalni veterinarski inštitut
Gerbičeva 60,
SI-1000 Ljubljana

SK
Štátny veterinárny a potravinový ústav,
Jánoškova 1611/58,
026 80 Dolný Kubín
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ANNEX D

Disease Susceptible host species

Infection with
Bonamia exitiosa

Australian mud oyster (Ostrea angasi) and Chilean flat
oyster (O. chilensis)

Infection with
Perkinsus marinus

Pacific oyster (Crassostrea gigas) and Eastern oyster (C.
virginica)

Infection with
Microcytos
mackini

Pacific oyster (Crassostrea gigas), Eastern oyster (C.
virginica), Olympia flat oyster (Ostrea conchaphila) and
European flat oyster (O. edulis)
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