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1 GLOSSARY

Aquatic animal(s) (OIE definition)
Means all viable life stages (including eggs and gametes) of fish, molluscs,
crustaceans and amphibians originating from aquaculture establishments or from
the wild.

Basic biosecurity conditions (OIE definition)

Means a set of conditions applying to a particular disease, and a particular zone

or country, required to ensure adequate disease security, such as:

a) The disease, including suspicion of the disease, is compulsorily notifiable to
the competent authority; and

b) An early detection system is in place within the zone or country; and

c) Import requirements to prevent the introduction of disease into the country or
zZone are in place.

Compartment (OIE definition)

Means one or more aquaculture establishments under a common biosecurity
management system containing an aquatic animal population with a distinct
health status with respect to a specific disease or diseases for which required
surveillance and control measures are applied and basic biosecurity conditions
are met for the purposes of international trade. Such compartments must be
clearly documented by the competent authority(ies).

Competent authority (Adapted from OIE definition)
Means the governmental authority (DAFF: Fisheries, D: SAM) having the
responsibility and competence for ensuring or supervising the implementation of
aquatic animal health and welfare measures, international trade certification and
other standards and recommendations in RSA.

Controlled animal disease(s) (Definition is adapted to include aquatic animals from
the definition for controlled animal diseases provided in the Animal Diseases Act
No. 35 of 1984)
Means any aquatic animal disease in respect of which any general or particular
control measure has been prescribed, and any aquatic animal disease which is
not indigenous or native to RSA.

Diagnostic sensitivity (Cameron 2002)
Means the proportion of truly diseased aquatic animals, in the screened
population, that are identified as diseased by the test. It is a measure of the
probability that a diseased individual will be correctly identified by the test.
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Diagnostic specificity (Cameron 2002)
Means the proportion of truly non-diseased animals correctly identified by a test.

Disease / Diseases / Diseased
Means clinical or non-clinical infection with one or more pathogenic agent
(infectious disease) and includes a status of ill-health in an aquatic animal related
to environmental factors and farming practise (non-infectious disease).

Early detection system (OIE definition)
Means an efficient system for ensuring the rapid recognition of signs that are
suspicious of a listed disease, or an emerging disease situation, or unexplained
mortality, in aquatic animals in an aquaculture establishment or in the wild, and
the rapid communication of the event to the competent authority, with the aim of
activating diagnostic investigation by the aquatic animal health services with
minimal delay. Such a system will include the following characteristics:

a) Broad awareness, e.g. among the personnel employed at aquaculture
establishments or involved in processing, of the characteristic signs of the
listed diseases and emerging diseases.

b) Veterinarians or aquatic animal health professionals trained in recognising
and reporting suspicions of disease occurrence.

c) Ability of the aquatic animal health services to undertake rapid and effective
disease investigation based on a national chain of command.

d) Access by the aquatic animal health services to laboratories with the facilities
for diagnosing and differentiating listed diseases and emerging diseases.

e) The legal obligation of private veterinarians or aquatic animal health
professionals to report suspicions of disease occurrence to the competent
authority.

Emerging disease (OIE definition)
Means a disease, other than listed diseases, which has a significant impact on
aquatic animal or public health resulting from:
a) a change of a known pathogenic agent or its spread to a new geographic
area or species; or
b) a newly recognised or suspected pathogenic agent.

Listed disease(s)
Pathogens or diseases which appear on national, regional and international lists

Notifiable disease(s)

A notifiable disease is any disease that is required by law to be reported to the
government authorities.
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Passive surveillance (Cameron 2002)
Means that no special activity is undertaken by the collecting authorities to
generate the information — it usually comes from the producers. Passive
surveillance typically takes the form of a disease-reporting system.

Stock inspection
Means the clinical inspection of a population of farmed aquatic animals with the
objective of identifying the aquatic animal health status and risk factors that
either predispose the population to, or indicate an active disease event.

Surveillance (OIE definition)
Means a systematic series of investigations of a given population of aquatic
animals to detect the occurrence of disease for control purposes, and which may
involve testing samples of a population.

Targeted surveillance (OIE definition)
Means surveillance targeted at a specific disease or infection.

Zone / Zoning / Zones (OIE definition)
Means an area in one or more countries containing an aquatic animal population
with a specific aquatic animal health status with respect to a disease, in which
surveillance and control measures and basic biosecurity conditions are applied.
The zone should be defined by competent authority(ies).
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2 LIST OF ABBREVIATIONS AND ACRONYMS

AFASA
AQSIQ

DAFF
D: SAM
FPE
ISH
MLRA
MoU
NRCS
OIE
PCR
PRC
gqPCR
RFTM
RSA

SAVC
SPS
SALMSM&CP

VPN
WTO

Abalone Farmers Association of South Africa

The Administration of Quality Supervision, Inspection
Quarantine

The Department of Agriculture, Forestry and Fisheries
Directorate: Sustainable Aquaculture Management
Fish Processing Establishment

In situ hybridisation

Marine Living Resources Act

Memorandum of understanding

National Regulator for Compulsory Specifications
World Organisation for Animal Health

Polymerase Chain Reaction

The People’s Republic of China

Real-Time Quantitative Polymerase Chain Reaction
Ray’s fluid thioglycollate culture method

The Republic of South Africa

South African Veterinary Council

Application of Sanitary and Phytosanitary Measures

and

South African Live Molluscan Shellfish Monitoring and Control

Program
Veterinary Procedural Notice

World Trade Organisation

List of relevant Acts and Legislation

Act No. 54 of 1972 Foodstuffs Cosmetics and Disinfectants Act

Act No. 350f 1984  Animal Diseases Act

Act No. 18 of 1998  Marine Living Resources (MLRA) Act

Act No. 5 of 2008
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3 BACKGROUND AND CONTEXT

3.1 International standards

Globally aquaculture has contributed significantly towards food security, sustainable
livelihoods and job creation. Aquaculture is currently the fastest growing food producing
sector globally. However, with the fast growth of this sector there are associated
challenges. Aquaculture as a global practice of farming aquatic organisms, including
fish molluscs, crustaceans and amphibians, is prone to risk associated with the
movement of live animals and products among traders and could result in the spread of
diseases. Historically, the most significant recorded disease transmissions have been
human diseases, including plague and cholera. In more modern times, translocations of
diseases affecting animals and plants have impacted agricultural production and food
security around the world. There has always been debate on the degree of risk,
magnitude of impact and cost benefit ratio of control measures. Some have used the
threat of disease to further other agendas, contriving barriers to trade. This tension
between the interests of trade and the desire for freedom from disease has led to the
creation of various international agreements and institutions, of which the most relevant
to this document is the World Organisation for Animal Health (OIE).

The OIE functions essentially through a democratic process, whereby Member States
vote on the adoption of standards and resolutions for the control of important animal
diseases. Standards are developed by specialist commissions that represent current
scientific thinking on epidemiology and disease control. This ensures that programs
based on these standards are not only likely to be internationally accepted, but will also
be effective in protecting animal health nationally.

The OIE publishes two international standards of specific relevance to aquaculture.
These form the basis of this document and are fully referenced below. The Aquatic
Animal Health Standards Commission meets twice per year to revise and update the
aquatic standards. The latest versions are freely available as full text online. Hard
copies may also be ordered from the OIE online bookshop.

¢ OIE. Aquatic Animal Health Code.
http://www.OIE.int/en/international-standard-setting/aquatic-code/access-online/

¢ OIE Manual of Diagnostic Tests for Aquatic Animals.
http://www.OIE.int/en/international-standard-setting/aquatic-manual/access-
online/

The Republic of South Africa (RSA) is amongst the one hundred and eighty member
states of the OIE and is therefore a signatory to its agreements. It is important to
recognise that the OIE is not a regulatory body. It functions to assist member countries
to set and meet conditions for trade that are consistent with the World Trade
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Organisation (WTO) Agreement on the Application of Sanitary and Phytosanitary
Measures (SPS).

3.2 Importing Countries

Requirements for animal health certification are set by the country of import, transit
country and country of export (origin). Although the OIE seeks to promote transparency
and standardisation of such requirements, individual countries may formulate their own
conditions for importation depending on a variety of factors, including the disease
status of their animal populations and their perceptions about the risk and
consequences of disease introduction.

For the purposes of this document, the People’s Republic of China (PRC) is taken as
the main country of import for molluscan shellfish produced in the RSA. A program
designed according to OIE standards and meeting the requirements of the PRC, will
also satisfy the import requirements of other countries or regions. Live and fresh
abalone (Haliotis midae) are exported under a hygiene certificate which is issued by the
National Regulator for Compulsory Specifications (NRCS). The certificate includes a
section headed “Health Attestation”. The relevant requirement under this section is:

The products originated from the farms or sea fishing areas that are under an
official animal health surveillance programme. Examination found no animal
infectious diseases listed by the OIE.

In addition, the NRCS also issues a health certificate for the export of other fish and
fishery products to the PRC. This certificate is applicable to processed products such
as canned abalone. The Health Attestation includes the following requirement:

The products meet veterinary sanitary requirements and fit for human
consumption.

The NRCS issues the hygiene certificate in terms of the NRCS mandate under the
NRCS Act No. 5 of 2008. To facilitate this process NRCS and the Department of
Agriculture Forestry and Fisheries (DAFF) entered into a memorandum of
understanding (MoU) that has been in place since 2014. Under the heading,
“Obligations of the Department”, it includes:

Initiate and administer approved animal health monitoring and surveillance
programs and provide the necessary written animal health guarantees to the
NRCS, where it is required by the NRCS to provide such health guarantees to
authorities in countries [of import]. The DAFF guarantee will ensure that
measures to control the transfer of diseases as per the relevant International
Animal Health agreements are heeded and the NRCS is immediately informed
when a notifiable disease is identified in any fishery product.
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The most recent revision of the PRC administrative measures for inspection,
quarantine and supervision of imported aquatic animals, issued by the Administration of
Quality, Supervision, Inspection and Quarantine (AQSIQ) and implemented in June
2016, have been considered in the current certification process.

3.3 Scope and Health management procedures

The procedures outlined in this document apply the standards published by the OIE to
meet the requirements of the PRC within the framework of the hygiene certificate and
the NRCS Act No. 5 of 2008. The NRCS is responsible for the administration and
maintenance of compulsory specifications to protect public health and safety and the
environment. These compulsory specifications include provisions for the safety of fish
and fishery products. The NRCS has also been appointed in terms of the Foodstuffs
Cosmetics and Disinfectant Act No. 54 of 1972, with regards to food safety pertaining
to fish fishery products. The procedures in this document are relevant to all exported
abalone, whether farmed or fished. The term “farmed” includes all abalone production
where the animals being grown have originated from controlled captive breeding, in
other words, where the spat were generated in a commercial hatchery for the purpose
of growing to eventual market size. Farms may be land-based, in which case abalone
are supplied with feed, or sea based, where abalone are usually released to forage.
Sea based farming with free ranging abalone is known as ranching.

4 RELEVANT CONCEPTS AND IMPLEMENTATION
4.1 Introduction

This section summarises the aspects of the OIE standards that are relevant to meeting
the requirements described above and how they are applied. It is presented in the
specific context of the export of molluscan shellfish and diseases listed for this group.

4.2 Listed, notifiable, controlled diseases

It is important to note that the concepts of listed, notifiable and controlled diseases are
subject to different interpretation and it should be appreciated that these terms are not
interchangeable.

Pathogen or disease lists are essential for health certification, disease surveillance and
monitoring, emergency response planning, disease prevention and control of diseases
in aquaculture facilities. While national pathogen lists consider all serious diseases of
national or regional concern, the OIE-listed diseases are essentially those diseases
associated with internationally traded commodities. Certain aquatic animal diseases
are listed by the OIE according to defined criteria. Basically, a disease has to have a
significant impact as well as a risk of being spread by the movement of animals or
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animal products for it to be listed by the OIE. The OIE lists diseases of fish,
amphibians, crustaceans and molluscan shellfish; and publishes specific guidelines on
their characteristics, diagnosis, control and aspects relevant to trade (OIE 2016, 2018).
Member countries are required to notify the OIE when a listed disease occurs in their
territory. The OIE currently lists seven listed diseases of molluscan shellfish.

There are seven additional fish diseases that are listed by the OIE, but neither
notifiable nor controlled within RSA. However, as RSA is signatory state to the WTO,
occurrence of any of these listed diseases must be reported to the OIE.

A notifiable disease is any disease that is required by law to be reported to the
government authorities. A notifiable disease is defined under the Animal Diseases Act
No. 35 of 1984, but the actual definition occurs in the Animal Disease Regulations and
was first introduced in 1994. Notifiable animal diseases are defined in terms of a list
that is published as an annexure to the regulations. In terms of the Animal Diseases
Act No. 35 of 1984 notifiable diseases must be reported to the responsible state
veterinarian.

The term “Notifiable disease” is also referred to under the Marine Living Resources
(MRLA) Act No. 18 of 1998 whereby “Any notice given in the Gazette whereby the
minister declares any disease, including a pest or parasite, that kills or causes illness in
fish or marine vegetation, or that kills or causes illness in people who eat the infected
fish or marine vegetation to be a notifiable disease shall have immediate effect unless
otherwise specified in the notice”. Although no specific notification criteria or reporting
are specified in the act, the act does stipulate that no fish that is infected or reasonably
suspected to be infected with a notifiable disease may be sold, whether dead or alive.
In addition to this infected fish may not be kept or disposed of in any waters or in any
place where it may enter any waters.

In terms of the permit conditions for Standard Marine Aquaculture which are issued
subject to the provisions and regulations of RSA Legislation including the MLRA Act
No. 18 of 1998 and the Animal Diseases Act No. 35 of 1984, permit holders are
obligated to notify the DAFF [Directorate: Sustainable Aquaculture Management (D:
SAM)] in writing within 24 hours of any significant mortalities including any suspected or
confirmed cases of OIE listed diseases or other diseases of national importance. Within
the context of RSA law, notifiable diseases do not necessarily attract control measures.

A controlled disease is defined under the original Animal Diseases Act No. 35 of 1984.
It is any animal disease for which control measures have been prescribed, as well as
any animal disease which is not indigenous to RSA. Controlled diseases are
automatically notifiable, in the sense that there is a legal obligation to notify the
responsible state veterinarian of their occurrence. However, controlled diseases also
attract additional control measures which are legislated. This term is specific to RSA
law. There are currently five controlled diseases of fish, but none of molluscan shellfish.
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It should be noted that the definition of an animal under the Animal Diseases Act No.
35 of 1984 excludes invertebrates.

4.3 Zoning and compartmentalisation

Zoning and compartmentalisation refer to the establishment of subpopulations of
animals, defined spatially, within a country. The implementation of zoning aims to
ensure that the disease status of each subpopulation can be managed separately,
thereby enabling areas which meet the requirements of importing countries to continue
trading even if the entire population is not disease free or does not have a known
health status.

A zone refers to a specific geographical area, for example an entire river catchment, or
a group of catchments in the same region. It can be applied to coastal areas, if the area
can be precisely demarcated. A compartment refers to one or more aquaculture
establishments with a common biosecurity management system and containing a
population of animals with the same disease status. In other words, zones are
geographically defined whereas compartments can be said to be defined in terms of
management practices. Note that the terms are used with reference to specific
diseases, not to classify general health.

In the RSA context, the use of zoning for molluscan shellfish culture is applied. All
farms within a zone will have to comply with the same basic biosecurity conditions,
thereby safeguarding the disease status of the entire subpopulation. Should an
outbreak occur within a zone, or should farms within a zone fall short of regulatory
requirements, the risk to farms in other zones is limited. Molluscan shellfish farming in
RSA tends to cluster in certain areas and it would not be possible to ensure the health
of specific farms within these areas if others do not have the same biosecurity
measures in place.

4.3.1 The current zones for disease management apply (See Appendix A)

e East coast: the area from the border with Mozambique southwards to Cape
Agulhas.

e South coast: the area between Cape Agulhas and Cape Point.

e West coast: the area from Cape Point northwards to the border with Namibia.

4.3.2 The stipulations regarding aquatic animal movement, contained in the relevant
marine aquaculture permit conditions, issued by the DAFF, are harmonised with the
abalone movement protocol contained in Appendix A.
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4.4 Surveillance, disease freedom and early detection systems

For the purposes of this document, surveillance aims to demonstrate absence of
specific diseases, with the purpose of meeting the requirements of importing countries
to facilitate safe trade.

As discussed above, live and fresh abalone are exported under a hygiene certificate
which includes an attestation that products originate from a farm or sea fishing area
that is under an official animal health surveillance program. The proposed official
aquatic animal health surveillance program has a passive surveillance and active
surveillance component and these are detailed in Appendix B and C.

The surveillance program described in Appendix B and C are applicable. The
development of abalone ranching poses a new challenge, as ranched abalone are free
ranging and not subject to the same scrutiny as those housed in a land-based unit. It is
proposed that the same official surveillance program is adopted for ranched as for land-
based farmed abalone, with the provision that stock inspections, as described in
Appendix C, are not performed on ranched abalone.

The wild abalone population is seldom sampled and there is little data on its health
status. When considering criteria for historical freedom of a disease, the OIE states that
an area may be declared free without having conducted targeted surveillance, given
that there has been no confirmed case of the disease during the past ten years and
provided that conditions for clinical expression of the disease have occurred and that
clinical signs of the disease are likely to attract notice. The OIE clearly states that
targeted surveillance in wild populations is not necessary. Other conditions for freedom
are discussed below.

The two most significant obstacles to targeted surveillance of the wild population are
the challenges of obtaining a representative sample and the cost of testing. For these
reasons, as well as the fact that targeted surveillance is not a requirement, it will be
avoided.

4.4.1 A passive surveillance system is adopted for the wild abalone population. The
system is described in Appendix B.

4.4.2 The following permit conditions for diving wild and ranched abalone are
applicable:

The Permit Holder shall notify the Department in writing within 24 hours, if any
mortalities of significance are present, or if abalone are found showing signs of
disease, including, but not limited to, infection with abalone herpesvirus,
infection with Perkinsus olseni or infection with Xenohaliotis californiensis.
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The Permit Holder shall, if abalone are found showing signs of disease, and such
abalone are alive or freshly dead, contact the Department telephonically within
two hours, to arrange the submission of these abalone to a laboratory for testing.

4.4.3 The following permit conditions for processing wild, ranched and farmed
abalone, including holding and handling for the purposes of live export, are applicable:

The Permit Holder shall notify the Department in writing within 24 hours, if any
mortalities of significance are present, or if abalone are found showing signs of
disease, including, but not limited to, infection with abalone herpesvirus,
infection with Perkinsus olseni or infection with Xenohaliotis californiensis.

The Permit Holder shall, if abalone are found showing signs of disease, and such
abalone are alive or freshly dead, contact the Department telephonically within
two hours, to arrange the submission of these abalone to a laboratory for testing.

4.4.4 A contingency plan for the processing of samples resulting from submissions by
permit holders, in the event of a disease outbreak will be applicable (Once developed).

4.5 Basic biosecurity conditions

To meet the requirements of safe trade, it is not only sufficient to demonstrate freedom
of disease, however good the surveillance data. It is also necessary to protect and
maintain the health status of aquatic animals by implementing basic biosecurity
conditions. These conditions are specific to diseases and zones. The OIE sets out
three provisions for basic biosecurity. The first is that the disease, including suspicion
of the disease, must be notifiable to the competent authority. Secondly, an early
detection system must be in place. Lastly, the introduction of the disease must be
prevented by appropriate import requirements.

In terms of notification of disease, the Animal Diseases Act No. 35 of 1984 does not
recognise invertebrates as animals and cannot therefore be used to support a system
of notification of abalone diseases. Whilst relevant legislation is being amended /
developed to address this, the measure below will be applicable.

4.5.1 All abalone farms and ranches are compelled to report diseases under the
conditions of the Standard Marine Aquaculture permits, issued by the DAFF, as per
stipulations below:

The Permit Holder shall notify the Department in writing within 24 hours, if any
mortalities of significance are present, or if abalone are found showing signs of
disease, including, but not limited to, infection with abalone herpesvirus,
infection with Perkinsus olseni or infection with Xenohaliotis californiensis.
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The Permit Holder shall, if abalone are found showing signs of disease, and such
abalone are alive or freshly dead, contact the Department telephonically within
two hours, to arrange the submission of these abalone to a laboratory for testing.

4.5.2 The procedure for notification of OIE listed diseases by the DAFF to the OIE is
documented and the reporting procedure follows the OIE guidelines, including the
submission of follow up reports at the prescribed intervals.

4.5.3 Notification follows on detection, which is why the second basic biosecurity
condition addresses early detection. The OIE defines an early detection system in
some detail, as a means for ensuring the rapid recognition of signs that are suspicious
of a listed disease, or an emerging disease situation, or unexplained mortality, in
aquatic animals in an aquaculture establishment or in the wild. Once recognised, it is
essential that the event is communicated to the DAFF, so that diagnostic investigation
can be initiated. The ultimate purpose of an early detection system is the protection of
the health status of trading partners, by preventing the export of aquatic animals or
aquatic animal products that can transmit infection. This should be seen in the context
of listed diseases and the requirements of the country of import.

4.5.4 A passive surveillance system is adopted for the farmed and ranched abalone
population. The system is described in Appendix B.

4.5.5 Each farm must appoint a veterinarian or aquatic animal health professional who
is given written authorisation by the farm to report the occurrence of specified diseases
to the DAFF as per the veterinary procedural notice in Appendix D.

4.5.6 Stock inspections of land-based abalone farms will be continued as part of the
active surveillance program described in Appendix C.

4.5.7 If a zone is to maintain freedom from a disease, it must implement import control
to prevent the introduction of that disease. In practice, this means that any aquatic
animals or aquatic animal products that could potentially be sources of infection must
originate from populations that can demonstrate freedom of the disease. The OIE
provides guidelines on the certification of aquatic animals and aquatic animal products.
Certification provides the assurance that OIE standards have been met. The OIE also
describes, for each disease, the measures that should be applied for various aquatic
animal products, depending on the disease status of the exporting country.

4.5.8 Should a request for importation of abalone or abalone products from another
country occur, the request will be subject to an import risk analysis conducted
according to the guidelines provided by the OIE. This should be clearly communicated
to everyone within the DAFF to avoid the inadvertent issuing of import permits that may
endanger the health status of RSA abalone for the purposes of export.
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4.5.9 The DAFF is working towards a declaration of freedom of infection with abalone
herpesvirus, infection with Perkinsus olseni and ‘infection with Xenohaliotis
californiensis for the RSA. This will necessitate putting in place permit conditions to
control and manage the risk by import into the country. Freedom of infection is
discussed further below.

4.5.10 Movement of abalone between zones is subject to the conditions described in
the abalone movement protocol provided in Appendix A.

4.5.11 The movement protocol and surveillance programs may be revised annually or
as the need arises.

4.6 Freedom of infection

The DAFF is working towards making a declaration of freedom of OIE listed diseases
for RSA. Please note that a declaration of freedom will not necessarily result in the
removal of the existing clause relating to aquatic animal health from the hygiene
certificate for exports to the PRC. However, it may facilitate entry to other markets. The
relevant conditions for declaring freedom are summarised below. Although RSA has
good surveillance data, we cannot readily make a case to the OIE that basic biosecurity
conditions have been continuously met for the past three years, which is the longest
period required below. The health management procedures contained in this document
will be implemented and that after a three year history of implementation has been
recorded, an application for recognition of disease freedom will be made to the OIE.

Infection with abalone herpesvirus

For a country or zone to be considered free of abalone herpesvirus, there needs to
have been no observed occurrence of the disease for at least the last ten years despite
conditions that are conducive to its clinical expression; it needs to have a minimum two
year history of targeted surveillance without detection of the disease; as well as
meeting basic biosecurity conditions continuously for the past two years. The test
recommended for targeted surveillance of infection with abalone herpesvirus is gq°PCR
on extracted nucleic acids from neural tissue of abalone.

Infection with Perkinsus olseni

For a country or zone to be considered free of Perkinsus olseni, there has been no
observed occurrence of the disease for at least the last ten years despite conditions
that are conducive to its clinical expression in all areas where the species are present.
It needs to have a minimum three year history of targeted surveillance without detection
of the disease, as well as meeting basic biosecurity conditions continuously for the past
three years. The tests recommended for targeted surveillance of infection with
Perkinsus olseni are PCR and Ray’s fluid thioglycollate culture method (RFTM).
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Infection with Xenohaliotis californiensis

For a country or zone to be considered free of Xenohaliotis californiensis, there has
been no observed occurrence of the disease for at least the last ten years despite
conditions that are conducive to its clinical expression it needs to have a minimum two
year history of targeted surveillance without detection of the disease, as well as
meeting basic biosecurity conditions continuously for the past three years. The test
recommended for targeted surveillance of infection with Xenohaliotis californiensis is
histology in combination with PCR and sequence analysis, or via in situ hybridisation
(ISH).

4.7 Veterinary procedural notice (VPN)

The term abalone production area is here defined as the grow-out facilities of a land-
based abalone farm or ranch. Under current practices and in accordance with the
SALMSM&CP, abalone for live export must be produced in an area classified as
satisfactory following a sanitary survey. Such an area is registered and receives a
unique identifier. Further compliance is monitored and forms the basis for allowing
exports.

4.7.1 The conditions of the VPN, detailed in Appendix D, will be incorporated into the

existing registration process for production areas exporting live abalone.

4.7.2 The DAFF must authorise the attending veterinarian of the land-based abalone

farm to conduct the stock inspections detailed under VPN.

4.7.3 Abalone ranches are exempt from the veterinary stock inspection.

4.7.4 Guidelines will be developed and training offered for veterinarians involved in

implementation of the VPN.

4.7.5 The VPN may be revised annually or as the need arises.

4.8 Safe Commodities

The term commaodity refers to aquatic animals and their products. Not every product of
an aquatic animal carries a risk of disease transfer, even if the aquatic animal from
which it originated was infected with the disease. In some cases, the tissues that are
infected in the living aquatic animal are removed during processing. In others,
processing destroys the infectious agent. The OIE standards provide details on safe
commodities for various diseases, if this information is known. Furthermore, it is
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recognised that certain aquatic animals are imported for the retail trade for direct
human consumption and may pose a negligible risk of disease transfer.

4.8.1 The OIE guidelines for infection with abalone herpesvirus state that:

Competent Authorities should not require any conditions related to infection with
abalone herpesvirus, regardless of the infection with abalone herpesvirus status
of the exporting country, zone or compartment, when authorising the importation
or transit of off the shell and eviscerated abalone meat (chilled or frozen) which
have been prepared and packaged for retail trade for human consumption and
which comply with Article 5.4.2. of the OIE Aquatic Animal Health Code:

4.8.2 The guidelines for infection with Perkinsus olseni and infection with Xenohaliotis
californiensis are essentially the same. Therefore, farms producing only chilled, frozen,
dried or canned abalone meats should not be required to produce guarantees of health
status, unless for reasons relating to the health status of the zone in which the farm is
situated.

4.9 Specific disease characteristics

For all listed diseases, as well as for infection with ostreid herpesvirus 1 microvariants
(OsHV-1), the OIE has collated the scientific information necessary for control. This
includes a definition of the disease, a description of the causative agent and a list of
susceptible host species. According to OIE guidelines, a country is automatically
considered free of a disease if a susceptible host does not occur within its territories. In
addition, it would be unreasonable for a country to refuse import of aquatic animals on
the basis of presence of disease, if the country of import does not have any host
species susceptible to that disease within its territories.

The RSA abalone, Haliotis midae, is not specifically described as a susceptible species
for any of these diseases. However, the definition of a host species for these diseases
does not exclude Haliotis midae and it is entirely reasonable, based on existing
knowledge, to treat it as potentially susceptible. In terms of the current PRC
requirements, only OIE listed diseases need be considered for Haliotis midae.
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1 QUICK REFERENCE GUIDE TO MOVEMENT OF LIVE ABALONE BETWEEN
FARMS

1.1 Determine whether movement is within a zone or between zones. Movement
within a zone does not require a health report unless requested by the recipient of
the abalone.

1.2 If movement is to occur between zones, or the recipient requests a health report,
the application for a health report must be made by the farm of origin to their
attending veterinarian.

1.3 In cases where the farm of origin is sampled regularly as part of a health
management program, such a report may be issued without additional sampling. It is
recommended that the application is made not less than five working days prior to
the planned date of movement.

1.4 In cases where the health status on the farm of origin is not known, arrangements
will be made for appropriate sampling and testing of abalone. In such a case, it is
recommended that the application is made not less than 20 working days prior to the
planned date of movement.

1.5 It is the responsibility of the farm of origin to submit the health report to the
necessary parties. All costs of sampling and testing for health reports shall be borne
by the farm of origin.

1.6 If movement is to occur between zones, the farm of origin must inform the DAFF,
including submission of the health report, within 72 hours of the intended movement.

1.7 Contact details for informing the DAFF (D: SAM) are contained in the Standard
Marine Aquaculture Permit conditions.

2 BACKGROUND

The movement of abalone between different regions creates an opportunity for the
spread of infectious disease. At present, most movement occurs when abalone,
generally spat, are purchased by one farm from another, and when adult abalone are
sent for processing. The expansion of abalone aquaculture in Namibia has also led to
infrequent movement from there to RSA, primarily for processing. Processing and
live export of wild abalone, including confiscated stock, results in movement of
animals of unknown origin and health status. The Abalone Farmers' Association of
South Africa (AFASA) recognised the risk inherent in movement of abalone, leading
to the first guidelines for the translocation of abalone, prepared in 2004 on behalf of
the association. An updated version was requested by DAFF (Formerly Marine and
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Coastal Management) in 2007 and subsequently exposed to both internal and
industry comments. A revised version of the translocation guideline is presented in
this document.

This document is based on the international reference standards for national health
requirements with regard to aquatic animal diseases and zoonoses, as established
by the World Organisation for Animal Health (OIE). The OIE, through its Aquatic
Animal Health Standards Commission, has developed a set of guidelines for
establishing the minimum health guarantees required from trading countries to
prevent possible spread of diseases. Although aimed at international movement,
these standards are equally valid when developing guidelines for internal
translocation.

The standards are published in the form of the Aquatic Animal Health Code (OIE
2018) and its companion Manual of Diagnostic Tests for Aquatic Animals (OIE 2017),
the latest versions of which are freely available as full text online. Hard copies may
also be ordered from the OIE online bookshop.

3 CLASSIFICATION OF DISEASES

Aquatic animal diseases and conditions fall in four categories:

3.1 Diseases listed by the OIE are defined in the Aquatic Animal Health Code. They
are considered to be of socio-economic or public health importance within countries
and also significant in the international trade of aquatic animals and aquatic animal
products. The criteria for listing diseases are detailed in the Aquatic Animal Health
Code (OIE 2018). The Republic of South Africa (RSA) is an OIE member country and
as such has an obligation to report listed diseases to the OIE. There are currently
three diseases of abalone listed by the OIE, namely infection with abalone
herpesvirus, infection with Perkinsus olseni and infection with Xenohaliotis
californiensis. None of these diseases are known to occur in RSA.

3.2 Diseases of national significance are of current or potential local significance but
have not been included in the list of diseases compiled by the OIE because of factors
related to their international importance, or geographic distribution, or current
knowledge about them. In other words, these diseases are of importance to the RSA
abalone industry but are not controlled at an international level. The criteria for
selecting significant diseases have been adopted from those for listed diseases and
are summarised in Table 2. There are currently no significant conditions of abalone.

3.3 An emerging disease is defined in the Aquatic Animal Health Code (OIE 2018) as
a newly recognised serious disease, the cause of which may or may not yet be
established, that has the potential to be spread within and between populations, for
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example by way of trade in aquatic animals or aquatic animal products. Emerging
diseases are difficult to manage, due to lack of information, but the realities of
intensive aquaculture and stock movements dictate that any emerging disease
should be controlled aggressively rather than conservatively. The criteria for selecting
significant emerging diseases have also been adopted from Aquatic Animal Health
Code (OIE 2018) and are summarised in Table 3. The OIE encourages members to
report emerging diseases.

3.4 Other conditions are those infections or conditions that are known to occur in the
abalone population, but not in association with production losses or a public health
risk. A condition known to cause production loss may still be specified as “other” if it
has a wide distribution and if the occurrence is primarily driven by environmental and
management practices. Their presence is generally not noted in health certificates or
movement permits. However, the DAFF may require that permit holders report
certain diseases. Infection with Halioticida noduliformans (Abalone tubercle mycosis)
must be reported to the DAFF under current permit conditions.
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Table 1: Criteria for OIE listed aquatic animal diseases

Criteria

Parameters that support significance

Explanatory notes

A. Consequences

1.

The disease has been shown to cause
significant production losses at a
national or multinational level.

There is a general pattern that the
disease will lead to losses in
susceptible species. Morbidity or
mortality is related primarily to the
infectious agent and not
management or environmental
factors.

2. The disease has been shown to, or Wild aquatic animal populations are
scientific evidence indicates that it will, |not limited to those that can be
cause significant morbidity or mortality |commercially harvested, but include
in wild aquatic animal populations. those that are an ecological or

environmental asset, for example an
endangered species or one that
may be endangered by the disease.

3. The agent is of public health concern.

B. Spread

4. Infectious aetiology of the disease is
proven.

5. An infectious agent is strongly Infectious diseases of unknown
associated with the disease, but the aetiology can have equally high risk
aetiology is not yet known. implications as those diseases

where the infectious aetiology is
proven.

6. Likelihood of international spread, Under international trading
including via live aquatic animals, their |practices, the introduction and
products and inanimate objects. establishment of the disease in

previously unaffected areas are
likely.

7. Several countries are free of the Free countries could still be

disease, based on general surveillance
principles.

protected. Countries that run a
control program for a disease can
demand its listing, even if the
disease is widespread, provided
they have undertaken a scientific
evaluation to support their request.
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C. Diagnosis

8. A repeatable, robust means of detection | A diagnostic test should be widely
or diagnosis exists. available and preferably has
undergone a formal standardisation
and validation process using routine
field samples, or a robust case
definition is available to clearly
identify cases and allow them to be
distinguished from other
pathologies.

For a disease to be listed, it must have the following characteristics: [1 or 2 or 3] and
[4 or 5] and 6 and 7 and 8.
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Table 2: Criteria for significant aquatic animal diseases

Criteria

Parameters that support significance

Explanatory notes

A. Consequences

1.

The disease has been shown to cause
significant production losses at a
national level.

There is a general pattern that the
disease will lead to losses in
susceptible species. Morbidity or
mortality is related primarily to the
infectious agent and not
management or environmental
factors.

based on general surveillance
principles.

2. The disease has been shown to, or Wild aquatic animal populations are
scientific evidence indicates that it will, |not limited to those that can be
cause significant morbidity or mortality |commercially harvested, but include
in wild aquatic animal populations. those that are an ecological or

environmental asset, for example
an endangered species or one that
may be endangered by the disease.

3. The agent is of public health concern.

B. Spread

4. Infectious aetiology of the disease is
proven.

5. An infectious agent is strongly Infectious diseases of unknown
associated with the disease, but the aetiology can have equally high risk
aetiology is not yet known. implications as those diseases

where the infectious aetiology is
proven.

6. Likelihood of national spread, including |Under national trading practices,
via live animals, their products and the introduction and establishment
inanimate objects. of the disease on previously

unaffected sites are likely.

7. Several sites are free of the disease, Individual farms that run a control

program on a disease can demand
its listing, even if the disease is
widespread, provided they have
undertaken a scientific evaluation to
support their request.
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C. Diagnosis

8. A repeatable, robust means of detection | A diagnostic test should be widely
or diagnosis exists. available and preferably has
undergone a formal standardisation
and validation process using routine
field samples or a robust case
definition is available to clearly
identify cases and allow them to be
distinguished from other
pathologies.

For a disease to be considered significant, it must have the following characteristics:
[1or2or3]and[4 or5]and 6 and 7 and 8.
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Table 3: Criteria for emerging aquatic animal diseases

Criteria

Parameters that support
significance

Explanatory notes

Infectious aetiology of the
disease is proven.

2. An infectious agent is strongly Infectious diseases of unknown
associated with the disease, but |aetiology can have equally high
the aetiology is not yet known. risk implications as those

diseases where the infectious
aetiology is proven.

3. The agent is of public health
concern.

4. Significant spread in naive The geographic distribution or
populations of wild or cultured host range of the agent has
aquatic animals. changed.

5. Significant change in a known The characteristics or behaviour

pathogenic agent.

of the agent has changed.

A newly recognised disease or a known disease behaving differently may be
classified as emerging if it meets the criteria [1 or 2] and [3 or 4 or 5].

Using the above criteria, diseases and conditions applicable to RSA abalone have
been classified as shown in Table 4. OIE listed diseases, appearing in the first
column, are not known to occur in RSA. Therefore, prevention of these diseases
relies heavily on appropriate import controls. Other conditions, listed in the last
column, are unlikely to require intervention in terms of stock movement control. The
most important column in terms of local stock movements is the one containing
significant diseases. However, there are currently no significant diseases. This table
will not remain static, but can be expected to change as more information becomes
available and new diseases emerge.
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Table 4: Classification of diseases and conditions applicable to Haliotis midae

1. Abalone herpesvirus
2. Perkinsus olseni

3. Xenohaliotis californiensis

OIE listed diseases Significant | Other conditions
conditions
Infection with: None Infection with:

-_—

. Terebrasabella heterouncinata

2. Shell boring polychaetes

3. Rickettsia like prokaryote of

digestive gland

4. Unicellular parasite of digestive

gland

5. Unicellular parasite of gut

6. Renal coccidian

7. Vibriosis

8. Abalone tubercle mycosis

NB: First Adopted in 2016: Most recent update adopted in 2019
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4 ZONING AND MOVEMENT CONTROL: PRINCIPLES

Zoning refers to the establishment of subpopulations of aquatic animals, defined
spatially, within a country. The disease status of each subpopulation can be
managed separately, thereby enabling areas which meet the requirements of
importing countries to continue trading even if the entire population is not disease
free or does not have a known health status.

When considering the location of abalone production sites in RSA, the following
zoning scheme is appropriate and has historically been applied:

e East coast: the area from the border with Mozambique southwards to Cape
Agulhas.

e South coast: the area between Cape Agulhas and Cape Point.

e West coast: the area from Cape Point northwards to the border with Namibia.

Movement of abalone and abalone products between zones shall be subject to
biosecurity measures. The following guidelines have been adapted from the OIE
approach to biosecurity in aquaculture. Four basic steps are recommended:

a. Assessment of health status of aquatic animals within zones based on passive
surveillance, inspections and standardised sampling procedures followed by
laboratory examinations.

b. The constraint of restocking open waters and farming facilities only with
aquatic animals having a health status higher than or equal to that of aquatic
animals already present.

c. Eradication of disease when possible, by destruction of infected stocks,
disinfection and restocking with pathogen free aquatic animals.

d. Notification by every person of their particular requirements, besides those
already included in these guidelines, for movement of aquatic animals and
aquatic animal products.

If above procedures are followed, it becomes possible to give adequate assurance of
the health status of aquaculture products for specified diseases, according to their
country, zone or production site of origin.
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5 ZONING AND MOVEMENT CONTROL: PROCEDURES

5.1 Movement of live abalone between facilities within a zone

This condition applies to all abalone movements within a zone, including abalone
moved between farms for on-growing and the movement of abalone from all sources
for processing. The permit holder must keep a register of movement as prescribed in
the Standard Marine Aquaculture Permit conditions. It is highly recommended that
the receiving facility obtain a report on the health status of the abalone from the
facility of origin, but this is not mandatory. The criteria against which such a report
should be evaluated are summarised below.

5.2 Movement of live abalone between facilities in different zones

This condition applies to abalone with a known health status moved between farms
for on-growing, as well as movement of abalone with a known health status for
processing. It does not apply to movement of abalone with an unknown health status
for any purpose. The permit holder must inform the DAFF of intended movement
between zones as prescribed in the Standard Marine Aquaculture Permit conditions.
The permit holder must submit a report on the health status of the abalone together
with the notification. The criteria against which such a report should be evaluated are
summarised below.

5.3 Movement of live abalone of unknown health status between zones

In the case of some farmed and all wild and ranched abalone, the health status of the
abalone is unknown. It is therefore not possible to accurately assess the risk of
disease transfer posed by such abalone. Abalone of unknown health status should
not be kept in live holding facilities after movement between zones. Therefore, such
abalone may only be moved for processing. Processing of such abalone may only be
done at biosecure fish processing establishments (FPE’s) as detailed below.
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6 HEALTH STATUS REPORTS

Health certificates have a specified format and must be signed by a certifying official
authorised by the competent authority. A certifying official does not have to be
employed by the competent authority, but must be authorised by the competent
authority. Health certificates are used to control of movement of aquatic animals and
their products across boundaries, including across international borders. Certification
is a prerequisite for controlling and preventing the spread of aquatic animal diseases
through trade. It is a means of facilitating trade and should not be used to restrict
trade by requiring unnecessary health conditions. Disease surveillance is essential
for health certification, for developing requirements for imported commodities and for
controlling the spread of pathogens within the country. Activities such as passive
surveillance, stock inspections and sampling should be seen as part of the population
health program for each establishment and data gained used in planning effective
management strategies for optimal health and production.

All importations of live abalone or unsafe commodities require health certification
based on health examination.

For the purposes of internal movement of aquatic animals, reports detailing the
health status of the aquatic animals are sufficient, so long as such reports meet the
following requirements:

e The report must appear on a letterhead and be dated.

¢ Reports should not be older than three months.

o Export certificates will only be issued based on a valid veterinary report

e The population of animals must be clearly identified. For abalone, this is usually
done by addressing the report to the farm of origin and stating that the abalone
under discussion are from this farm.

¢ The report must contain an opinion on the health status of the aquatic animals.

e The basis of the opinion must be described.

e The person expressing the opinion must be qualified to do so. Under current
RSA practices, this person has to be a veterinarian registered with the South
African Veterinary Council (SAVC).

e The report must be signed.
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7 SPECIFIC PROCEDURES

7.1 Procedure for the movement of eggs and larvae

There are no proven risks of disease introduction associated with the movement of
abalone eggs and larvae in RSA. It is recommended that no health report is
necessary for such movements if these products originate from a farm with no
significant diseases. The importation of all life stages including eggs, larvae, spat and
adult abalone is not permitted.

7.2 Procedure for the movement of spat

For the purposes of this document, spat are defined as abalone of less than 15 mm
shell length. For farms without OIE listed diseases and diseases of national
significance, movement within a zone does not require a health report. A health
report is required for movement between zones. This report should be based on a
health examination that has been performed within not more than three months from
the date of the report. General guidelines apply as for adult abalone. Importation of
all life stages including eggs, larvae, spat and adult abalone is not permitted.

7.3 Procedure for the movement of adult abalone

For the purposes of this document, an adult abalone is defined as an abalone of 15
mm shell length or more. A health report is required for all movements between
zones, for the purposes of on-growing or live holding. Although no report is required
within zones, individual farms may wish to obtain results for the purposes of quality
control and biosecurity. This report should be based on a health examination and a
stock inspection that has been performed within not more than twelve months from
the date of the report. Importation of abalone for on-growing purposes is not
permitted.

Abalone that are to be moved must be separated from existing farm stock for at least
three weeks prior to movement and kept isolated until transport. They must be
cleaned of excess detritus by spraying with seawater before packing. No macro
algae or other feedstuffs may be included with the abalone. As little water as possible
must be present in the packaging.

At the final destination, the condition of the abalone on arrival must be noted. Should
abnormal weakness or mortalities be present, the abalone should not be unpacked,
but returned to their farm of origin or destroyed. Emergency destruction and
processing, if appropriate, may only be conducted at an approved FPE. Once
unpacked, any packaging material accompanying the abalone must be destroyed.
Abalone should be quarantined as outlined below.
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7.4 Procedure for Introducing New Stock

All new arrivals should be placed in isolation for a period of six weeks. During this
time, the abalone must be kept together and not share any housing with other
aquatic animals. They must not be processed at grading stations on the same day as
other abalone. If this is unavoidable, they must be handled last on such days.
Isolated abalone should be clearly identifiable. Farm personnel need to be aware of
isolation protocols such as use of dedicated cleaning equipment, hand washing and
management of crawl outs. During the period of isolation, abalone should be checked
by a responsible person on a daily basis. Any abnormal behaviour or mortalities in
the new arrivals should be noted and samples submitted for diagnostic examination.
Effluent from the isolation facility must not come into direct contact with influent, but
sterilisation of effluent is not a requirement.

8 PROCESSING OF ABALONE
8.1 Procedure for live abalone

Processing facilities (FPE’s) here also include those where packing for live export
takes place. Procedures for transport apply as for all adult abalone. If reusable
transport containers are to be used, these must be non-permeable and should be
disinfected by the processor prior to leaving the facility. Disinfected containers must
be protected from contamination until such time as the containers return to the farms.
Any containers which cannot be disinfected, such as polyboxes, have to be regarded
as disposable. Together with other disposables, including plastic bags, this
packaging cannot be reused and must be sent to a sanitary landfill or recycling
facility within 24 hours of arriving at the FPE.

Abalone which originate from the same zone as the FPE and do not come from a
population with a known significant condition may be held in flow through systems
prior to processing. No special disinfection measures are required by the facility.
Abalone originating from a different zone as the FPE should not be held in flow
through systems prior to processing, unless their health status is known. They should
not be received or handled together with any aquatic animals that will be held in flow
through systems. Wild abalone from a different zone may only be held in recirculation
systems prior to processing. Effluent from recirculation systems must be sterilised by
a recognised method without harmful environmental impact prior to discharge. Solid
wastes such as faeces and uneaten feed must be screened from the effluent and
disposed of at a sanitary landfill within 24 hours. No abalone which originate from a
farm with a known significant condition, from outside RSA, or sent for emergency
destruction and processing for whatever reason, shall be held alive in any system at
a FPE.
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All FPE’s and equipment must be cleaned with a recognised disinfectant after
processing. In the case of holding tanks, these should be disinfected between
batches of abalone. Ideally, fresh water should be used and drain into the municipal
sewage system. In cases where processing or cleaning effluent enters the sea, this
effluent must be disinfected using recognised effective methods such as ozonation.
Efficacy of sterilisation should be monitored regularly. Solid wastes, including
screenings from effluent, shells and viscera, should not be allowed to enter the
marine environment in any way, including through the action of birds or other
scavengers. Viscera may not be sold or given away for use as bait or any other
purpose. Shells that are to be repurposed should be free of any soft tissue,
disinfected and stored in a secure manner on the farm’s premises. The farm should
possess the necessary permit to do so. All solid waste, including shells and viscera,
must be placed in closed, leak-proof and vermin proof containers and removed to a
sanitary landfill within 24 hours of processing.

The issue of permits for FPE’s that receive abalone will be subject to annual
inspection and approval of the facility. The close proximity of many FPE’s to abalone
farms poses a high risk of disease transmission. Should a FPE be unable to comply
with the above requirements, they will be restricted to processing animals with a
known health status, no significant diseases, or originating from the same zone as
the FPE. This includes processing of frozen or other pre-processed abalone. Abalone
will be considered to originate from the zone where they have been held for a
minimum period of six months prior to processing.

8.2 Abalone imported for processing

Requests for importation of abalone and abalone products for processing must state
the name and location of the processor and include a copy of their current inspection
report. Abalone and abalone products to be processed must be packed in sealed,
leak proof containers and transported directly to the FPE. All packaging must be
removed to a sanitary landfill and may not be reused. If abalone are dead or dying on
arrival at the FPE, the DAFF must be informed immediately and a sample submitted
for laboratory examination. Dead or dying abalone must be disposed of in a sanitary
landfill within 24 hours

Live abalone may not be held in water under any circumstances. Animals must be
processed within 48 hours of arriving at the FPE. All solid waste, including shells and
viscera, must be placed in closed, leak-proof and vermin proof containers and
removed to a sanitary landfill within 24 hours of processing. All processing effluent
must be screened to remove solids and then sterilised prior to discharge, using a
recognised method without harmful environmental impact. Efficacy of sterilisation
should be monitored regularly. No live abalone from any other source may be held at
the FPE during the time that imported abalone or abalone products are being held or
processed, or within 24 hours thereafter. The facility as a whole must be disinfected
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using a recognised method after processing is complete and before animals are
accepted from any other source.

8.3 Confiscated abalone and abalone products

Confiscated abalone and abalone products may only be processed at approved
FPE’s. The abalone and abalone products must be packaged in sealed leak-proof
containers for delivery to the FPE. All packaging must be removed to a sanitary
landfill and may not be reused. All solid waste, including shells and viscera, must be
placed in closed, leak-proof and vermin proof containers and removed to a sanitary
landfill within 24 hours of processing. All processing effluent must be screened to
remove solids and then sterilised prior to discharge, using a recognised methods
without harmful environmental impact. Efficacy of sterilisation should be monitored
regularly. No live abalone from any other source may be held at the FPE during the
time that confiscated abalone and abalone products are being held or processed, or
within 24 hours thereafter. The facility as a whole, including all equipment such as
bins, must be disinfected using recognised methods after processing is complete and
before aquatic animals are accepted from any other source.
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1 OBJECTIVES

1.1 To act as an early detection system for infection of abalone with abalone
herpesvirus, Perkinsus olseni and Xenohaliotis californiensis.

1.2 To act as an early detection system for emerging diseases.

1.3 To demonstrate the absence of infection with abalone herpesvirus, Perkinsus
olseni and Xenohaliotis californiensis in the wild and ranched abalone populations.

2 PARTICIPANTS

2.1 All persons that hold permits to dive abalone commercially, including ranched
abalone.

2.2 Individuals that observe wild or ranched abalone as part of scientific or stock
assessment surveys, or in fulfilment of permit conditions for ranching abalone.

2.3 All FPE’s that are permitted to process abalone, whether wild, ranched or farmed.
All abalone farms.

2.4 Institutions that have permits for scientific investigations involving abalone.

3 PROCEDURE

3.1 It is necessary to ensure that persons who routinely come into contact with
abalone are able to recognise signs of disease in general and, more specifically,
indications of infection of abalone with abalone herpesvirus, Perkinsus olseni and
Xenohaliotis californiensis.

3.2 A register should be kept of participants, that is, permit holders and related
persons listed above. Each participant will receive training once per year. Please
note that a participant can be an entity with many employees. In such a case, the
participant must nominate a minimum of two employees to attend training.
Participants will be expected to train remaining staff members in house.

3.3 In addition to training, participants will be provided with disease identification
information to be displayed at their premises.
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3.4 Notification of disease occurrence is already a permit condition for abalone farms
and ranches. This condition will be extended to those holding permits for commercial
diving and scientific investigations, and to FPE’s.

3.5 In the case of applications from existing permit holders for renewal, the DAFF will
add a short declaration to the application forms, worded as follows:

| declare that, during the past twelve months, all relevant staff have been
trained to recognise the general signs of disease and the specific clinical signs
of infection of abalone with abalone herpesvirus, Perkinsus olseni and
Xenohaliotis californiensis.

| declare that, during the past twelve months, any occurrences of infection of
abalone with abalone herpesvirus, Perkinsus olseni and Xenohaliotis
californiensis have been reported to the Department,

or that,

During the past twelve months, there were no occurrences of infection of
abalone with abalone herpesvirus, Perkinsus olseni and Xenohaliotis
californiensis.

3.6 When an occurrence of infection with abalone herpesvirus, Perkinsus olseni and
Xenohaliotis californiensis is reported, the DAFF is responsible for initiating the
process of notifying the OIE.

3.7 Furthermore, when an occurrence of infection with abalone herpesvirus,
Perkinsus olseni and Xenohaliotis californiensis is reported, the DAFF is responsible
for notifying the NRCS, as specified in the MoU referenced above.

3.8 Furthermore, when an occurrence of infection with abalone herpesvirus,
Perkinsus olseni and Xenohaliotis californiensis is reported, the DAFF is responsible
for preventing any movement of abalone from affected zones.

3.9 Additional responses to the occurrence of infection with abalone herpesvirus,
Perkinsus olseni and Xenohaliotis californiensis is reported fall outside the scope of
this document.
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4 OUTCOMES

4.1 The participant register together with attendance registers of training sessions will
demonstrate that the OIE requirement of a broad awareness of the signs of disease
has been met.

4.2 The condition related to reporting, extended to all relevant permits, will create a
legal obligation to notify the DAFF of the occurrence of disease.
4.3. The signing of a declaration by permit applicants seeking renewal will provide
documented evidence supporting the existence of the passive surveillance system,
even in the absence of any notifications of disease occurrence.

4.4 The DAFF will have confidence that it is kept informed at all times of the disease
status of RSA abalone, especially with relation to infection of abalone with abalone
herpesvirus, Perkinsus olseni and Xenohaliotis californiensis. This will facilitate
export certification.

4.5 Countries of import will have confidence in the health status of RSA abalone.
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Appendix C

g agriculture,
W2# forestry & fisheries

¥ ¥ Department:
N Agriculture, forestry & fisheries
W REPUBLIC OF SOUTH AFRICA

Approved Official Surveillance Program:

Active Component

Department of Agriculture, Forestry and Fisheries
Branch: Fisheries Management
Enquiries: Directorate Sustainable Aquaculture Management
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1 OBJECTIVES

1.1 To act as an early detection system for infection of abalone with abalone
herpesvirus, Perkinsus olseni and Xenohaliotis californiensis.

1.2 To act as an early detection system for emerging diseases.

1.3 To demonstrate the absence of infection with abalone herpesvirus, Perkinsus
olseni and Xenohaliotis californiensis in the wild abalone population.

2 PARTICIPANTS

All abalone farms and ranches.

3 REQUIREMENTS

3.1 The permit holder will stipulate the name and contact details of their veterinarian
on their annual permit application. Should these details change at any time, the
permit holder must inform the DAFF (D: SAM) immediately.

3.2 The on-growing sections of a land-based abalone farm will be subject to at least
two stock inspections by the veterinarian per year. The stock inspection will comprise
the visual examination of the minimum number of baskets that will ensure 95%
confidence that at least one basket containing diseased animals will be detected,
providing disease is present in 2% or more of the baskets. In the event that evidence
of an OIE listed disease or other significant disease is detected, the farm will
immediately inform the DAFF.

3.3 The population of abalone in the on-growing sections of a land-based abalone
farm and of an abalone ranch will be subject to at least one health examination per
year. At the aquaculture establishment or farm level, the health examination will
comprise the examination of the minimum number of abalone that will ensure 95%
confidence that at least one diseased abalone will be detected, providing disease is
present in 2% or more of the population (Table 1).

3.4 At the zone level the health examination of each aquaculture establishment in the
zone will comprise the examination of the minimum number of abalone that will
ensure 95% confidence that at least one diseased abalone will be detected, providing
disease is present in 5% or more of the population (Table 1).
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Table 1: Minimum sample sizes required for targeted surveillance for OIE listed

diseases for abalone.

. e . Test Test Design Required

A ki Recogniseritest Sensitivity % Specificity % |prevalence %| sample size
Histology 90 100 2 P2
R . . 5 66
Xenohaliotis califor 2 157
PCR 95 100 5 62
. 2 173
Abalone Herpes virus (AbHv) |qPCR (ORF 49/66) 85.96 100 5 69
Rays Fluid Thioglycollate method . 2 150
Whole body burden assay (High) 93 i 5 60
2 165

Perkinsus olseni Histology (Good for moderate to 100

high infections) 90 5 66
PCR (Species Specific) 99 100 2 150
PCR (Genus Specific) 5 60

3.5 The health examination will consist of laboratory testing using appropriate tests
for the respective target diseases. If PCR is used, testing must specifically include
abalone herpesvirus, Perkinsus olseni and Xenohaliotis californiensis. In the event
that evidence of an OIE listed or other significant disease is detected, the farm will
immediately inform the DAFF.

3.6 The abalone examined as part of the health examination do not need to be
sampled on a single day, but must be sampled within a twelve month period to be
considered as a single examination. The stock inspection must be completed as a
single exercise within a period of five working days.

3.7 The permit holder must submit an annual report to the DAFF, drafted by their
veterinarian, detailing the results of the stock inspections and health examinations
stipulated above. This report should also list additional stock inspections and sample
analysis undertaken during the year.

4 OUTCOMES

4.1 The existence of a documented officially sanctioned program will meet the
current PRC requirements for import certification.

4.2 The annual submission of a report by permit holders will provide documented
evidence supporting the implementation of the system, even in the absence of any
notifications of disease occurrence.

4.3 The DAFF will have confidence that it is kept informed at all times of the disease
status of RSA abalone, especially with relation to infection of abalone with abalone
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herpesvirus, Perkinsus olseni and Xenohaliotis californiensis. This will facilitate
export certification.

4.4 Countries of import will have confidence in the health status of RSA abalone.
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Appendix D

agriculture,
forestry & fisheries

Department:
Agriculture, forestry & fisheries
REPUBLIC OF SOUTH AFRICA

Veterinary Procedural Notice (VPN): Procedure for the approval and
registration of a veterinary approved abalone farm in South Africa

for export of live abalone.

Department of Agriculture, Forestry and Fisheries
Branch: Fisheries Management
Enquiries: Directorate Sustainable Aquaculture Management
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1 BACKGROUND

1.1 Approval to export abalone and abalone products is valid for a year from the date of the
date of issue of the export permit by the D: SAM, Aquaculture Authorizations and will be
evaluated following each biosecurity inspection by the DAFF state veterinarian.

1.2 The biosecurity audit report generated by the state veterinarian forms part of the
REQUIREMENTS FOR EXPORT PERMITS FOR MARINE AQUACULTURE FISH AND FISH
PRODUCTS issued by the D: SAM’s sub-unit: Aquaculture Authorizations.

1.3 The farm must be independently inspected by the appointed private veterinarian at least
twice a year.

1.4 Approval is subject to the maintenance of prescribed standards. The DAFF may at any
time cancel registration or approval if the farm does not conform to the requirements.

2 MAINTENANCE OF EXPORT APPROVAL

2.1 At least two stock inspection reports per year must be submitted by land-based farms. The
DAFF may request a greater frequency of reporting if deemed necessary.

2.2 The permit holder must submit an annual report to the DAFF, drafted by their private
attending veterinarian, detailing the results of the stock inspections and health examinations
stipulated above. This report should also list additional stock inspections and sample analysis
undertaken during the year.
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3 STANDARDS APPLICABLE TO ABALONE PRODUCTION AREAS

Structural and biosecurity requirements

3.1 An auditable and documented Animal Health and Management Program must be drawn
up and implemented. Standard operating procedures (SOP’s) should be available during
inspection and should include the following:

a. Procedures to identify outbreaks of disease at the very earliest opportunity such as
regular observation of the animals with records thereof, regular ongoing analysis of
routine tests and records such as analysis of water parameters, and microscopic or
other estimation of ecto-parasites.

b. Appropriate procedures must be implemented for outbreak of suspected contagious
disease including notification to the DAFF or provincial veterinary authority in case of
an OIE listed disease, immediate suspension of all exports from the facility, essential
movements of animals within the facility only, sampling from every “sanitary cell” for
laboratory testing and diagnosis. In case of a positive test result for an OIE listed
disease, forward tracing should be implemented from the date of the most recent
negative test and appropriate disease control measures implemented on the farm
such as destruction of in-contact abalone and sterilisation of facilities, and notification
of any buyers/recipients of abalone which have moved to other facilities.

c. Details of prophylactic treatments, food supplementation and other on-farm
procedures.

d. Introductions of new stock should only be sourced from farms with equal or superior
biosecurity and health status.

3.2 Any records that may relate to the quality of the abalone for export. The farm must have a
designated biosecurity coordinator with responsibility for the implementation and maintenance
of biosecurity.

3.3 Sketch plan of the farm, indicating tanks, ponds, water sources, any solid buildings,
fences, surrounding structures and activities must be available for inspection purposes and a
copy thereof submitted with the biosecurity audit.

3.4 Facility layout — physical infrastructure of the facility should be such that a directional flow
of abalone through the system can be established and documented. Directional flow of
abalone should ensure that any infective agent cannot be transferred “backwards” down the
chain of the normal process of flow. And spreading of the disease can only go in the outward
direction.

3.5 Procedures shall be in place to maintain separation of age groups.
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3.6 The abalone production area may not house other species.

3.7 The facility should allow that newly obtained or potentially diseased stock can be isolated.
Division of the facility into “sanitary cells” that can be isolated in the event of disease outbreak
must be present. This will ensure that in the event of infection, only infected cells would need
to be de-populated and sanitised in order to return to non-pathogenic status provided
biosecurity measures are strictly enforced.

3.8 Fomites used in the abalone production area are to be confined to this area.

3.9 Procedures shall be in place for maintaining the hygiene of abalone housing.

3.10 Procedures shall be in place for the control of vectors.

3.11 Feed must be stored in secure, hygienic conditions and used on a first in first out basis.

3.12 Facility access — Procedures must be in place to minimise potential risk of infection or
disease introduction by visitors. Access to the facility should be through a single controlled
access point. Throughout the facility, access should be limited to people who need access to
that particular area. Each area that is designated as a restricted access area should be
clearly marked, with clear statement of the people who are authorised to enter. Customers
and suppliers who have recently visited other farms or facilities should not be allowed access
to the production area. Access to the production area must be through a hygiene control
point. Where appropriate, vehicle disinfection points should be available. .

3.13 Visitor/access log books should be maintained. The purpose of the log book is to help
trace and cross-reference the source of any infection that may be discovered. Non-authorised
entries to all restricted areas should also be recorded in the log book.

3.14 Staff and visitors must wear suitable protective clothing, such as boots and protective
overcoats and there should be an area for storing of the protective clothing at the entrance of
the facility or production area.

Management and records requirements

3.15 The owner, manager or biosecurity co-ordinator responsible for the farm must commit
him/herself, in writing that he/she will:
a. Notify the DAFF promptly of any disease outbreak on the farm, or undue increased
mortalities under the conditions for the Standard Marine Aquaculture Permit.
b. Comply with the control measures imposed, if an OIE listed disease should occur on
the farm, and suspend exports of live abalone until control measures have been
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lifted. OIE listed abalone diseases include: Infection with abalone herpesvirus,
Infection with Perkinsus olseni and Infection with Xenohaliotis californiensis.

c. Appoint a consulting private veterinarian for the facility who should provide an
ongoing veterinary health service. The details (Name contact number and SAVC
registration number) of this veterinarian must be submitted with the application for a
permit for Land Based Abalone Grow Ouit.

d. Submit mortalities to a veterinarian for post-mortem examination and diagnosis,
except where obvious reasons for death can be given.

e. Keep records as prescribed.

3.16 Full and accurate records relating to inspection visits, stock profiles, diagnostic test
dates, mortalities (post mortem records, reason for deaths/diagnosis), treatments should be
maintained and readily available for inspection by any authorised DAFF official or Provincial
State Veterinarian.

3.17 Traceability of stock — The facility needs to be able to show traceability so that the source
of any abalone introduced, sold or present on the facility can be shown. Traceability of stock
forms part of the requirements of the SALMSM&CP.

3.18 Records must be kept of all aquatic animal health activities including details of ongoing
testing protocols, with sampling methods and frequency and results for diseases as applicable
to abalone for export, reports by the private attending veterinarian, stock inspection reports,
health incidents and interventions such as destruction of stock or treatments.

3.19 The farm is responsible for meeting the provisions of the passive surveillance program,
described in Appendix B.

3.20 The farm is responsible for meeting the provisions of the approved official surveillance
program, described in Appendix C.
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4 OFFICIAL INSPECTION, APPROVAL AND REGISTRATION OF ABALONE FARMS

4.1 A DAFF aquatic state veterinarian will inspect the farm for export approval. This may be
done in conjunction with the relevant regional or provincial state veterinarian.

4.2 The state vet will be responsible for the following actions/procedure:

a. Acquaint himself/herself with the minimum standards applicable to export abalone
farms.

b. Inspect the farm and complete an inspection report (DAFF: AQUATIC ANIMAL
HEALTH AND FOOD SAFETY BIOSECURITY AUDIT FORM FOR APPROVAL OF
AN ABALONE PRODUCTION AREA FOR EXPORT OF LIVE ABALONE FROM
SOUTH AFRICA) with appropriate comments.

c. The Farm will be approved for export if all the requirements are met in conjunction
with the requirements of the SALMSM&CP.

d. The DAFF may de-list farms that no longer comply with the requirements for a
veterinary approved farm. The provincial state vet can also recommend de-listing if,
during routine inspection, it is found that the requirements are not met.
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agriculture,
forestry & fisheries

Department:
Agriculture, forestry & fisheries
REPUBLIC OF SOUTH AFRICA

Director:  Sustainable = Aquaculture  Management,  Department of  Agriculture, Forestry and  Fisheries
Private Bag X2, Vlaeberg, Cape Town, 8018; Tel: 021 402 3109; E-mail: AsandaN@daff.gov.za

DAFF: AQUATIC ANIMAL HEALTH AND FOOD SAFETY BIOSECURITY AUDIT FORM
FOR APPROVAL OF AN ABALONE PRODUCTION AREA FOR EXPORT OF LIVE
ABALONE FROM SOUTH AFRICA

A. Inspection details

Date of visit:

Name and position of inspector/s:
Farm name:

Contact person:

Contact number:

Registration number:

Farm’s satellite areal image
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B. Checklist

Activity Compliance | Comment
(Yes/No)

Biosecurity requirements

Is there a designated biosecurity coordinator Name of

with responsibility for the implementation and biosecurity

maintenance of biosecurity

coordinator:

Does the abalone production area house other
species?
If yes, please indicate species

Is the abalone production area securely fenced
or walled with access control?

Is there a sign indicating restricted access?

Is the record of visitor access available and
maintained?

Is access through a hygiene control point?

Do staff and visitors wear suitable clothing,
including boots?

Are procedures in place for the isolation of
newly obtained or diseased stock?

Are fomites used in the abalone production
area confined to this area?

Are procedures in place for maintaining the
hygiene of abalone housing?

Are procedures in place for the control of
vectors?

Are procedures in place to maintain separation
of age groups?

Wet storage

Which species are stored in the wet storage?

Comply with premises and hygienic standards
(Reg 962 of Foodstuffs, Cosmetics and
Disinfectants Act, 1972, Act No. 54 of 1972)?

Wet storage inspected annually by the local
health authority?

Is there a water treatment system to guard
against phytoplankton and microbiological
contamination?

If water treatment is in place has it been shown
to be effective against phytoplankton and
microbiological contamination (SAMSM&CP
10.4.6. & 10.4.8)
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B. Checklist

Activity

Compliance
(Yes/No)

Comment

Feed management

Do you store feed? If yes, are they stored and
rotated in compliance with the SAMSM&CP?

Is feed register and control documents
adequately completed and available for
inspection?

Are feed suppliers registered with the
regulatory body?

Is the feed adequately labelled and in
compliance with legislation?

Do the ingredients of the feed meet acceptable
and statutory standards for levels of
undesirable substances?

Is the feed registered with DAFF and sourced
from a supplier approved by DAFF?

Are the feed and the ingredients fully traceable
to the source?

Drug management

Do you use any drugs on your farm? If yes,
which drugs are you using and for what
purpose?

Are any of the drugs used registered in terms
of legislation?

Do you story any medicated feed? If yes, are
they adequately labelled and stored
separately?

Are all drugs and chemicals used adequately
labelled and stored?

Are the drugs used fully traceable to the
source?

Is the drug procurement register adequately
competed?

IS the drug usage register and control
documents adequately completed and
available for inspection?

Have any shellfish been treated for disease
using drugs? If so was this treatment
undertaken by a vet?
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B. Checklist

Activity Compliance | Comment
(Yes/No)

Traceability

Does your farm have a traceability system in

place?

Is the batch and harvest information properly
filed?

Is the client information properly filed?

Does each batch marketed have a batch code
that is traceable to the harvest and client
information?

If yes, to the above question, please describe
the traceability protocol you are using.
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C. i. Records (for Aquatic Animal Health Unit)
The following records are available and actively and accurately managed:

1. Stock profile Yes No
2. Farm Overview or map Yes No
3. Record of visitor access Yes No
4. Mortality records Yes No
5. Diagnostic & test results Yes No
6. Stock Inspection reports Yes No
7. Movement records Yes No
8. Ir:eocn;ir’i;asManagement Yes No
9. Pest Control Yes No
10. Treatment Records Yes No
11. Biosecurity Plan Yes No
C. ii. Records (for Food Safety Unit)
The following records are available and actively and accurately managed:
1. Feed register Yes No
2. Drug procurement register Yes No
3. Drug use register Yes No
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D. i. Attending Veterinarian Declaration (for Aquatic Animal Health Unit)

l, (full name)

SAVC registration number

declare that the above farm was inspected by me on

and that all information provided in this report is true and accurate to the best of my
knowledge, that no relevant information was withheld and that the applicable standards for

abalone production areas exporting live abalone have been met.

Signed at on

Signature:

D. ii. Attending Official Declaration (for Food Safety Unit)

l, (full name)

declare that the above farm was inspected by me on

and that all information provided in this report is true and accurate to the best of my
knowledge, that no relevant information was withheld and that the applicable standards for

abalone production areas exporting live abalone have been met.

Signed at on

Signature:
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D. iii. Declaration by Authorised Signatory of Farm

(full name)

declare that | will

a. notify the Department promptly of any disease outbreak or undue increase in
mortalities on the farm;

b. comply with the control measures imposed by the Department, if an outbreak of a
listed disease should occur on the farm;

c. appoint a private aquatic animal veterinarian to provide any necessary veterinary
health services to the farm;

d.  submit abalone that die on the farm to a veterinarian for diagnostic examination, unless
an obvious reason for death can be given;

e. allow the Department to inspect any abalone and take any samples from abalone on
the farm as determined to be necessary; and

f. keep all records as prescribed.

2. | further declare that all information provided in prescribed records is true and accurate
and that no relevant information was withheld.

Signed at on

Signature Position
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D. iv. Declaration by Farm-Appointed Veterinarian

, (full

name), SAVC registration number the appointed

veterinarian responsible for certification of the above-mentioned facility, hereby declare that |
agree to abide by all the conditions set by the Department of Agriculture, Forestry and

Fisheries for the export of abalone obtained from this facility.

Signed at on (date)

Signature

Name in capital letters, title, and qualification
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