Annex 13. Item 6.3. — Draft new Chapter 4.3. ‘Application of Compartmentalisation’

SECTION 4.
DISEASE PREVENTION AND CONTROL
CHAPTER 4.3.
APPLICATION OF COMPARTMENTALISATION

Norway Category: General
Proposed amended text: not relevant
Rationale:

Norway would like to thank the commission for its continued work on this

important Chapter and for carefully considering members comments.

Norway generally supports the proposed changes to this Chapter, however

we would like to reiterate a comment related to article 4.3.8.

Supporting evidence: not relevant

Article 4.3.1.

Objective and introduction

This chapter provides recommendations for establishing and maintaining compartments that are free
from speC|f|ed diseases for the purpose of faC|I|tat|ng trade_angio;for dlsease prevention and control It

Compartmentalisation provides a means of demonstrating that an aquaculture establishment is free
from one or more specified diseases by establishing and maintaining functional epidemiological
separation between the aquatic animals within the compartment and sources of infection outside the
compartment. A compartment may comprise a single aquaculture establishment or a group of
interrelated aquaculture establishments that operate under a common set of risk management

measures_under the control of a single operator in accordance with this chapter.

Compartmentalisation provides an opportunity forthe_operator private-sector to demonstrate disease
freedom at the enterprise level, including in circumstances where alternatives such as country or zone
freedom may not be feasible or cost-effective. Investment by the gperatorprivate-sector and oversight

by the relevant Competent Authorities areis essential.

i I L . ake a self-declaration of freedom from disease
fora compan‘ment from specified listed d/seasefsg can-be-madse if the requirements of this chapter to
establish a compartment are met and the requirements for making a self-declaration of freedom from
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Article 4.3.32.

Purposes_and scope of compartments

Compartments provide an opportunity for trade of disease-free commodities from a zone or country not
declared free. They can also be used to provide epidemiological separation for populations of valuable
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Article 4.3.4.

Independent and dependent Dependent-and-independent compartments

There are two categories of compartments that are determined by the degree of epidemiological
separation from the surrounding water body environment_ |
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4 Independent compartments_have the following characteristics:

J1a) are closed production system types only (as described in Chapter 4.1.);

2b) have control over all transmission pathways identified through risk analysis and cemplete
epidemiological separation from the surrounding_water bodyenvironments;

§G) have approprlate levels of W@

l1a) are semi-closed production system types only (as described in Chapter 4.1.);
2b) are dependent on the health status of the surrounding waters-body;

3¢) have approprlate levels of biose
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Article 4.3.5.

Biosecurity and etherrisk managementmritigation measures

The integrity of a compartment relies on biosecurity to mitigate the risk of introduction of specific
pathogenic agents into the compartment and to maintain its disease-free status. A biosecurity plan for

the compartment should be developed and maintained in accordance with Chapter 4.1.

For compartments comprising more than one aquaculture establishment, the biosecurity plan should
provide a common set of management and physical measures to provide a consistent level of risk

managementmitigation across all elements of the compartment.

For dependent compartments, the risk analysis described_below-in-Article-4.3.4.4-1.8. should_assess
melude—the—assessment—ei risks W|th|n theMenwmnmem surroundlng the compan‘ment._'l]ne

within the risk analysis:
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1) characteristics of the pathogenic agent(s);

2) mabsense of susceptible species and—pathways—ef—%mfecnon in the surroundlng

geographical Iocatlon enwronmental condltlons orthe appllcatlon of b/osecur/ty measures. Specific
consideration should be given to:

a) the hydrological conditions ingf the surrounding water body;

b) the geographical location of each aquaculture establishment comprising the dependent
compartment and the nature of their the water supply;

c) the health status of other aquaculture establishments containing susceptible species within
the_surrounding shaFed water body system and their source of aquatic animals. location and

ef) the presence and abundance of wild susceptible species in the_surrounding water body-and
their-health-status;

fg) the details of whether the suscept/b/e speCIes referred to in pomt (eﬁ) are sedentary or

gh) the ability to excludethe-exclusionof the wild aquatic animals referred to in point (gf) from
entering the compartment;

hi) the general biosecurity measures applied in aquaculture establishments and processing
facilities in the_surrounding shared water body;

3) presenceabsence of infection in any nearby populations of susceptible species demonstrated by
appropriate external surveillance;

4) additional internal fargeted surveillance (i.e. in the aquaculture establishment(s) that comprise the
compartment).

it ismay not be possible to mitigate
+denhﬂed risks from the mgsurroundmgw environment

(e.g. presence of disease in adjacent wild populations of susceptible species),-and the aquaculture
establishment would not be eligible to be recognised as a dependent compartment.

Article 4.3.6.
Surveillance requirements to demonstrate and maintain freedom

Forrecognition of a free compartment, a self-declaration of freedom from disease should be made which
complies with the requirements of Article 1.4.4. The surveillance requirements to make a self-declaration
of freedom from disease for a compartment, and to maintain a free compartment, should comply with
Chapter 1.4.

Basic biosecurity conditions for a compartment must be in place and continuously met prior to the
commencement of targeted surveillance to demonstrate freedom. The relevant disease-specific
chapters provide the required periods that basic biosecurity conditions must be in place prior to
commencement of targeted surveillance, and-the period that targeted surveillance should be conducted

prlorto makmg a self- declarat/on of freedom from disease,_and-as-well as the requirements to maintain
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If there is an increased risk of exposure to the_pathogenic agent of the disease from which the
compartment has been defined, the sensitivity of the internal and external surveillance system should
be reviewed, documented and, where necessary, increased. At the same time, the biosecurity plan
should be reviewed in accordance with Article 4.1.9 and revised if necessary.

1.

Internal surveillance

Internal surveillance (i.e. offer populations of susceptible species within a compartment) is required
to make a self-declaration of freedom from disease for both independent and dependent

compartments_as described in the relevant disease-specific chapters and Adicle 1.4.4. The

surveillance requirements to maintain freedom are described in the relevant disease specific
chapters and Article 1.4.15.

External surveillance

External surve/I/ance (| e. Q_f_tetc populatlons of susceptlble species in the environment outS|de a

For dependent compartments, externalExternal surveillance is required for—dependent
eempa#ments-ﬁ populatlons of suscept/ble speCles are present in the wenmnment

Article 4.3.7.

Laboratory testing

Laboratories providing testing services for a compartment should be approved by the relevant
Competent Authority. In providing approval, the Competent Authority should ensure that the laboratory:

1)

has a quality management system that meets requirements of Chapter 1.1.1. of the Aquatic Manual,
or can demonstrate quality through another means in accordance with Chapter 3.1.;
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2) isrequired-to-conductsg testing in accordance with the recommendations of the Aquatic Manual,

3) can confirm or exclude cases of jnfectiondisease as described in Article 1.4.18.;

4) is independent from management and ownership structures of the compartment;

5) has a legal obligation to report positive test results to the Competent Authority in accordance with
the requirements of basic biosecurity conditions specified in Article 1.4.6.

Traceability

Article 4.3.8.

Traceability systems should-apply-throughoutthe supply chainand-are required to reliably differentiate

commodities that originate from a free compartment from those that originate from outside a free
compartment. The traceability system should:

1) beappropriate for the nature of the supply chains of the aquatic animal species and for application

to individual or groups of aquatic animals or aquatic animal products, as necessary;

Norway

Category: deletion

Proposed amended text (or precise suggested deletion):

1) be appropriate for the nature of the supply chains of the aquatic animal

species and for application to individual or groups of aquatic animals o«

aguaticanimal products, as necessary,
Rationale:

Norway acknowledges the Commission’s clarification that the intention of the
provision is not to require traceability to the consumer level. However, due to the
WOAH definitions of “aquatic animal products” and “commodity”, Norway
remains uncertain whether the current wording sufficiently reflects the intended
scope of traceability in this context.

As “aquatic animal products” includes manufactured goods and products
intended for sale or trade, the term may be interpreted more broadly than the
intention described in the Commission’s response, namely traceability up to the
point of end consumer.

Norway still considers that referring only to aquatic animals would provide
greater clarity and better align the text with the scope. We therefore propose to

remove “aquatic animal products” in this context.

Supporting evidence, if relevant:

Not relevant
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3) be reflected in the biosecurity plan that is developed in accordance with Article 4.3.5. and which
provides appropriate risk management;

4) comprise record keeping requirements in accordance with Article 4.3.9.;

5) be approved by the Competent Authority in accordance with Article 4.3.10.
Article 4.3.9.

Record keeping

A system of record keeping by the operator of a compartment should provide clear evidence that the
biosecurity, surveillance, traceability and management practices that formthe basis of a self-declaration
of freedom from disease are effectively and continuously applied.

Records should be maintained consistently by the operator of the free compartment and be accessible
on request forthe purposes of an audit or in response to queries from the Competent Authority of an
importing country. The record keeping system should:

1) substantiate that the compartment’s biosecurity plan is maintained in accordance with Chapter 4.1.,
including the maintenance of records associated with all relevant pathways described in Article
4.1.7;

2) substantiate that the surveillance required to declare and maintain free compartment status has
been conducted in accordance with Chapter 1.4. and the provisions of relevant disease-specific
chapters;

3) document any changes to biosecurity, surveillance, traceability or management practices, the
rationale for the changes and substantiation that they continue to meet risk management
requirements;

4) in addition to the points above, maintain any external reports, certificates or approvals associated
with the requirements of this chapter, including but not limited to audit reports, laboratory reports,

health certificates, yaccination records, veterinary treatments and health investigations;

5) maintain records for sufficient period of time to inform tracing, recall or emergency response at-any
pointinthe supply chain if a disease were detected within the compartment or in commodities
originating from the compartment. The required period_for which records should be maintained
should be-meet_the requirements for surveillance, the biosecurity plan, auditing, and traceability. It
may vary depending on the disease, aquatic animal species and commodity types produced and
the duration of production cycles.

Article 4.3.10.

c Authori ibilities Official at

A Competent Authority must have the authority to approve the operation of the aquaculture
establishment(s) that comprisecompromise the compartment. A Competent Authority must also have
the authority to make a self-declaration of freedom from disease as described in Chapter 1.4., as well
as grant, suspend and revoke the status of a compartment.

A Competent Authoritylt should supervise compliance with all of the requirements critical to the
maintenance of the compartment status described in this chapter and ensure that all relevant information
(as described in Article 4.3.9,) is readily accessible to importing countries. The Competent Authority
should ensure app;o-pnate aud|t|ng of the compartment is completed by trained off|C|aIs or accredited
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¥ete#na.cy Author/ty should ensure that anychanges to the health status W
revocation of the compartment should be notified to the Competent Meternarns Authority of importing
countries.

Article 4.3.11.
Quality of aquatic animal health services
The quality of Aquatic Animal Health Services relevant to the self-declaration of compartment freedom
should be documented_by the Competent Authority, including how they meet the requirements of
Chapter 3.1.

Article 4.3.12.

Notification and response measures

In the event of suspicion ef—eeeu#enee—of the d/sease for wh|ch the compan‘ment was defined, the

Aut-hent-y—A review should be |n|t|ated ngto determme whether a breach of
biosecurity measures has occurred which could impact the health status of the compartment.

If a significant breach in biosecurity is identified, even in the absence of the disease(s) for which the
compartment was declared free, the compartment’s disease-free status should be suspended. There
should be an immediate suspension of trade to disease-free areas if a disease for which the
compartment has been declared disease-free, is suspected or confirmed, and trading partners should
be notified in accordance with Article 5.1.4.
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