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EU comment

The EU would like to commend the OIE Aquatic Animal Health Standards Commission
for its work and for having taken into consideration EU comments on the Aquatic Code
and Manual submitted previously.

A number of general comments on this report of the February 2017 meeting of the
Agquatic Animals Commission as well as the intended positions of the EU on the draft
Agquatic Code and Manual chapters proposed for adoption at the 85th OIE General
Session are inserted in the text below, while specific comments are inserted in the text of
the respective annexes to the report.

The EU would like to stress again its continued commitment to participate in the work
of the OIE and to offer all technical support needed by the Aquatic Animals
Commission and its ad hoc groups for future work on the Aquatic Code and Manual.

The OIE Aquatic Animal Health Standards Commission (hereinafter referred to as the Aquatic Animals
Commission) met at OIE Headquarters in Paris from 22 February to 1 March 2017. The list of participants is
attached as Annex 1.

The Aquatic Animals Commission thanked the following Member Countries for providing written comments on
draft texts for the Aquatic Code and Aquatic Manual circulated after the Commission’s September 2016 meeting:
Argentina, Australia, Canada, China (People’s Rep. of), Chinese Taipei, Colombia, Costa Rica, Cuba, Fiji,
Guatemala, Japan, New Zealand, Norway, Saudi Arabia, Singapore, Switzerland, Tanzania, Thailand, the United
States of America (USA) and the Member States of the European Union (EU).

The Aquatic Animals Commission reviewed comments that Member Countries had submitted and amended texts
in the OIE Aquatic Animal Health Code (the Aquatic Code) and OIE Manual of Diagnostic Tests for Aquatic
Animals (the Aquatic Manual) where appropriate. The amendments are shown in the usual manner by ‘double
underline’ and ‘strikethrough’ and may be found in the Annexes to this report. The amendments made at this
meeting are highlighted with a coloured background in order to distinguish them from those made at the
September 2016 meeting.

The Aquatic Animals Commission considered all Member Country comments that were supported by a
rationale. However, the Commission was not able to draft a detailed explanation of the reasons for accepting or
not accepting every comment received.

The Aquatic Animals Commission encourages Member Countries to refer to previous reports when preparing
comments on longstanding issues. The Commission also draws the attention of Member Countries to relevant
reports of ad hoc Groups, which include important information and are provided as annexes to Commission’s
reports. The Commission encourages Member Countries to review these reports together with the report of the
Commission. The Commission reminded Member Countries that all of the OIE ad hoc Group reports (since
2016) are also provided on the OIE website as stand-alone documents (available at



http://www.oie.int/en/standard-setting/specialists-commissions-working-groups/scientific-commission-
reports/ad-hoc-groups-reports/).

The table below lists the texts as presented in the Annexes. Member Countries should note that texts in Annexes
3 to 25 are proposed for adoption at the 85th General Session in May 2017; Annexes 26 to 28 are presented for
Member Country comment; and Annexes 29 to 31 are presented for information.

The Aquatic Animals Commission strongly encourages Member Countries to participate in the development of
the OIE’s international standards by preparing to participate in the process of adoption of texts in Annexes 3 to
25 at the 85" General Session. The Commission also invites the submission of comments on Annexes 26-28 of
this report. Comments should be submitted as specific proposed text changes, supported by a scientific rationale.
Proposed deletions should be indicated by ‘strikethrough’ and proposed additions with ‘double underline’.
Member Countries should not use the automatic ‘track-changes’ function provided by word processing software
as such changes are lost in the process of collating Member Countries’ submissions into the Commission’s
working documents.

Comments on Annexes 26 to 28 of this report must reach OIE Headquarters by the 4th August 2017 to be
considered at the September 2017 meeting of the Aquatic Animals Commission. Comments received after the
due date will not be submitted to the Commission for consideration at their September 2017 meeting.

All comments should be sent to the OIE Standards Department at: standards.dept@oie.int.

Item | Texts proposed for adoption: Annex number Eﬁgﬁber
Aquatic Code:
1 General comments No annex 1
2 Glossary Annex 3 27
Annexes 4A
3 Criteria for the inclusion of diseases in the OIE list (Chapter 1.2.) (clean) and 4B 29
(tracked changes)

4 Diseases listed by the OIE (Chapter 1.3.) Annex 5 33
6 (Dcif]?gfecrtidro.g .;)f aquaculture establishments and equipment Annex 6 35
7 E&Ceﬁgggérr\?g%tions for surface disinfection of salmonid eggs Annex 7 45
8 General obligations related to certification (Article 5.1.4.) Annex 8 47
9.1 Crayfish plague (Aphanomyces astaci) (Chapter 9.1.) Annex 9 49
9.2 Infection with yellow head virus genotype 1 (Chapter 9.2.) Annex 10 57
93 zgfﬁ;:;[c;gsé h?’)f;:)odermal and haematopoietic necrosis Annex 11 65
9.4 Infectious myonecrosis (Chapter 9.4.) Annex 12 73
9.5 Necrotising hepatopancreatitis (Chapter 9.5.) Annex 13 81
9.6 Taura syndrome (Chapter 9.6.) Annex 14 89
9.7 White spot disease (Chapter 9.7.) Annex 15 95
9.8 White tail disease (Chapter 9.8.) Annex 16 103
10 Acute hepatopancreatic necrosis disease (new Chapter 9.X.) Annex 17 109
11 Revised Article X.X.8. (clean text and track changes text) Annexes 18A 115
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(clean) and 18B
(tracked changes)

Aquatic Manual: Annex number
18 Acute hepatopancreatic necrosis disease (new draft Chapter 2.2.X.) Annex 19 119
19 Crayfish plague (Aphanomyces astaci) (Chapter 2.2.1.) Annex 20 133
20 Infectious hypodermal and haematopoietic necrosis (Chapter 2.2.3.) Annex 21 155
21 Infectious myonecrosis (Chapter 2.2.4.) Annex 22 177
22 Necrotising hepatopancreatitis (Chapter 2.2.5.) Annex 23 191
23 Taura syndrome (Chapter 2.2.6.) Annex 24 205
24 White tail disease (Chapter 2.2.8.) Annex 25 225
Texts for Member Countries’ comment:
Aquatic Code:
5 Criteria for listing species as susceptible (Chapter 1.5.) Annex 26 241
15 Criteria to assess the safety of aquatic animal commaodities Annex 27 245
(Chapter 5.4.)
Aquatic Manual:
25 White spot disease (Chapter 2.2.7.) Annex 28 247
Annexes for Member Countries’ information:
49 Revised as_sessment for listing infection with Batrachochytrium Annex 29 263
salamandrivorans
4.4 Technical Disease Card for Tilapia lake virus Annex 30 269
Agquatic Animals Commission Work Plan for 2017/2018 Annex 31 273
A MEETING WITH THE DEPUTY DIRECTOR GENERAL

The Aquatic Animals Commission met with Dr Matthew Stone, Deputy Director General (International
Standards and Science), on 22 February 2017. Dr Stone welcomed the Commission Members and thanked them
for their support and commitment to achieving OIE objectives related to aquatic animal health.

Among other matters, Dr Stone informed the Commission of the forthcoming session of the Council and the
proposals that it will consider in relation to the new procedure for the election of experts, the provisional budget
in particular noting the increased costs of supporting the standard-setting functions of the OIE (e.g. convening of
ad hoc Groups). Dr Stone also noted the efforts of OIE Headquarters to improve the efficiency across all of the
Specialist Commissions through enhanced coordination systems that would provide stronger direction and
support to the work programmes, improve internal communication and strengthen understanding of roles and
responsibilities.

Dr Ernst, President of the Aquatic Animals Commission, thanked Dr Stone for his opening remarks and noted
that the Aquatic Animals Commission has a challenging work program that includes significant enhancements to
both the OIE Aquatic Code and Aquatic Manual. Dr Ernst highlighted that the support of OIE Headquarters and
the secretariat staff, including to support the operation of several ad hoc Groups, is essential for the Commission
implement its work program and meet the expectations of Member Countries.

B. ADOPTION OF THE AGENDA

The draft agenda circulated prior to the meeting was discussed, updated, and agreed. The adopted agenda of the
meeting is attached as Annex 2.

OIE Aquatic Animal Health Standards Commission/February 2017



C. MEETING WITH THE PRESIDENT OF
THE TERRESTRIAL HEALTH STANDARDS COMMISSION

The President of the Aquatic Animals Commission met with the President of the Terrestrial Animal Health
Standards Commission (Code Commission) during the week when both Commissions were meeting. The
Presidents discussed issues of mutual interest in the Aquatic and Terrestrial Codes, notably: alignment of
Glossary terms, in particular the definition for zoning and the ongoing review of definitions used in the
Terrestrial Code; proposed revisions to Chapters 1.2. in the Aquatic Code (criteria for listing); and the proposed
development of a guidance document on the application of the criteria for listing an OIE disease.

The Aquatic Animals Commission agreed that these meetings are important to facilitate harmonisation of
relevant horizontal chapters in the two Codes.

Item 1.

Item 2.

D. AQUATIC ANIMAL HEALTH CODE-MEMBER COUNTRY COMMENTS
General comments

Specific comments were received from Argentina, Australia, Colombia, Costa Rica, EU, Fiji, New
Zealand, Norway and Thailand.

The Aquatic Animals Commission agreed with a Member Country comment that although
harmonisation of both the Aquatic and Terrestrial Codes is desirable, there will always be some areas
where this is not appropriate due to a number of differences between terrestrial and aquatic animals,
for example the large number of aquatic animal species, and the diversity of environmental factors
and pathogens to which they are exposed.

In response to a Member Country comment regarding guidance on disease risks and stress associated
with the transport of aquatic animals, the Aquatic Animals Commission noted that this is addressed in
Chapter 5.5. Control of aquatic animal health risks associated with transport of aquatic animals
and Chapter 7.2. Welfare of farmed fish during transport.

A Member Country commented that some words in the Aquatic Code were difficult to interpret,
such as ‘is likely’, ‘the likelihood” and ‘would be likely’. The Aquatic Animals Commission reviewed
the use of these terms in the Aquatic Code and found that they were clear as written when read in the
context of the relevant section of the Code. For example, the term ‘likelihood’ is used in the context of
the risk analysis framework described in Chapter 2.1 of the Aquatic Code.

A Member Country requested the rationale for the inclusion of text in Articles X.X.9. and X.X.11.
regarding ‘consideration of introducing internal measures to address the risks associated with the
commaodity being used for any purpose other than for human consumption’. The Aquatic Animals
Commission noted that products referred to in Article X.X.11. are not necessarily free of viable
pathogen and controls may be considered to address transmission pathways and prevent exposure to
susceptible animals. Therefore, the text is intended to alert Member Countries to this potential risk and
encourage them to put in place appropriate internal mitigation measures, where relevant.

Glossary

Specific comments were received from China (People’s Rep. of), Colombia, Costa Rica, EU, Fiji,
Guatemala, New Zealand, Saudi Arabia and Tanzania.

Aguatic animals

The Aquatic Animals Commission reminded Member Countries that the definition of aquatic animals
currently includes both farmed and wild aquatic animals. Measures in the Aquatic Code apply to
susceptible aquatic animals regardless of their origin, i.e. wild and farmed.

The Aquatic Animals Commission did not agree with a Member Country to further define that aquatic
animals come from an aquatic ecosystem as the Aquatic Code does not address terrestrial species.
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The Aquatic Animals Commission did not agree with a Member Country comment to delete ‘viable’
as they considered this concept was important to include to ensure clarity of the meaning of this
defined term.

Zoning

In response to several Member Country comments and also amendments being proposed by the Code
Commission to the term ‘zone’ in the Terrestrial Code, the Aquatic Animals Commission amended
the definition in order to ensure alignment, where relevant, and improve readability and clarity. The
Commission agreed with a Member Country comment that the term ‘contiguous hydrological system’
was unclear and agreed it was unnecessary text and should be deleted.

Biological Products

The Aquatic Animals Commission noted that the words ‘infectious agents’ would be changed to
‘pathogenic agents’ in line with the work to ensure consistent use of the defined term pathogenic
agent throughout the Aquatic Code (see text below).

Disease

The Aquatic Animals Commission noted that the words ‘aetiological agents’ would be changed to
‘pathogenic agents’ in line with the work to ensure consistent use of the defined term pathogenic
agent throughout the Aquatic Code (see text below).

Use of the term pathogenic agent

The Aquatic Animals Commission noted that although they have been progressively ensuring the
consistent use of the defined term ‘pathogenic agent’ throughout the Aquatic Code there were still
some places, particularly in the horizontal chapters (Sections 1-7) where other terms such as
‘pathogen’ and “aetiological agent’ needed to be replaced by the defined term ‘pathogenic agent’. The
Commission agreed to make relevant amendments in a progressive manner as chapters in these
sections come under review. The Commission reminded Member Countries that similar revisions
within disease-specific chapters (Sections 8-11) will be made as these chapters are revised as part of
the ongoing work to update the lists of susceptible species.

Other relevant information

The Aquatic Animals Commission reviewed the revised definitions in the glossary of the Terrestrial
Code that will be proposed for adoption and those that will be circulated for Member Country
comment to ensure alignment between relevant definitions used in both Codes. The Commission
agreed to review relevant definitions in the Aquatic Code once any revised definitions are adopted in
the Terrestrial Code.

The revised Glossary is attached as Annex 3 and is proposed for adoption at the 85th General Session
in May 2017.

‘ EU position

\ The EU thanks the OIE and supports the adoption of this modified glossary.

Item 3.

Criteria for the inclusion of diseases in the OIE list (Chapter 1.2.)

Specific comments were received from Australia, Canada, China (People’s Rep. of), EU, Saudi
Arabia, Tanzania, Thailand and the USA.

The Aquatic Animals Commission noted that the majority of Member Country comments were
supportive of the revised criteria and that other comments received had been submitted previously
and had been addressed by the Commission at previous meetings.
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In response to a Member Country comment regarding the difficulty of interpreting the criteria, the
Aguatic Animals Commission noted that it will develop a guidance document to support application
of the criteria. This guidance document will be used by the Commission when they are overseeing an
assessment to ensure consistency in the interpretation of the criteria. The Commission will also share
this document with the Code Commission.

The Aquatic Animals Commission reiterated that the rationale for not aligning criterion 1 of Article
1.2.2. with text used in the Terrestrial Code, i.e. ‘has been proven’ rather than ‘is likely’, was
included in its September 2016 meeting:

“The Commission reiterated that the objective of listing is to ‘prevent the transboundary spread of
important diseases of aquatic animals through transparent, timely and consistent reporting’. The
Commission emphasised that it would be contrary to the objective for listing a pathogenic agent to
wait for the ‘international spread of an agent’ to be proven when scientific evidence and international
trade patterns indicate that spread is likely. This is especially important for aquatic animal diseases
because it is often not possible to eradicate them once they have spread. «

The Aquatic Animals Commission reiterated that it does not agree to change ‘may* to ‘has’ regarding
the demonstration of country freedom, noting that the same comment had been considered at its
October 2015 meeting. The word ‘may’ is more appropriate because Member Countries are required
to have basic biosecurity conditions in place for at least 2 years prior to making a self-declaration of
freedom.

The Aquatic Animals Commission did not agree with a Member Country comment to include
additional text regarding emerging diseases because there is an obligation to report emerging diseases
through the OIE World Animal Health Information System (WAHIS) in accordance with Article
1.1.6. of the Aquatic Code. The Commission noted that this article is particularly important for the
Aquatic Code given the regular emergence of diseases in aquatics animals.

The Aquatic Animals Commission did not agree with a Member Country comment to define the terms
‘precise’ and ‘reliable’ in criteria 3, noting that the use of these terms is consistent with the Oxford
English Dictionary and Chapter 1.1.2. of the Aquatic Manual.

After consideration of all Member Country comments, the Aquatic Animals Commission agreed not
to make any additional amendments to the text as no new issues had been raised.

The revised Chapter 1.2. Criteria for the inclusion of diseases in the OIE list is attached at Annex 4A
(as clean text) and Annex 4B (with track changes) and is proposed for adoption at the 85th General
Session in May 2017.

‘ EU position

\ The EU thanks the OIE and supports the adoption of this modified chapter.

Item 4.

Diseases listed by the OIE (Chapter 1.3.)

Specific comments were received from Canada, China (People’s Rep. of), Costa Rica, EU, Guatemala
and Tanzania.

In response to a Member Country comment to amend the text in the preamble in line with the
amendments being proposed for Chapter 1.3. of the Terrestrial Code, the Aquatic Animals
Commission agreed to consider aligning the text between the two Codes once the revised text is
adopted in the Terrestrial Code.

4.1. Amended crustacean disease names

Member Country comments supported proposed amendments to the names of eight of the listed
crustacean diseases in Article 1.3.3.
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In light of a Member Country comment, the Aquatic Animal Commission did not agree to include
‘Candidatus’ in the listed disease name for ‘Infection with Hepatobacter penaei (Necrotising
hepatopancreatitis)’. However, the Commission agreed to include ‘Candidatus’ in Article 9.5.1. when
referring to the taxonomic name for this bacterial agent.

4.2.  Batrachochytrium salamandrivorans

Several Member Countries supported the listing of this disease, however, some Member Countries
questioned whether criteria 8 of Article 1.2.2. had been met. The Aquatic Animals Commission re-
evaluated the available real-time polymerase chain reaction (PCR) method (Blooi et al., 2013) noting
that stage 1 validation has been completed and that stage 2 has commenced and is ongoing. The
Commission noted that as this new method is applied, it is expected that the additional information
required for further validation will be generated. The Commission updated the text regarding criterion
8 in the assessment (see Annex 29).

In response to a Member Country comment, the Aquatic Animals Commission agreed that the
presence of a Reference Laboratory for Batrachochytrium spp., is desirable, and they have taken steps
to identify potential candidates.

The Aquatic Animals Commission reviewed the new USA regulatory controls (information available
at: https://www.federalregister.gov/documents/2016/01/13/2016-00452/injurious-wildlife-species-
listing-salamanders-due-to-risk-of-salamander-chytrid-fungus) and the European Food Safety
Authority (EFSA) report for Bsal' and updated the assessment accordingly (see Annex 29).

Y(EFSA), Balaz V., Gortazar Schmidt C., Murray K., Carnesecchi E., Garcia A., Gervelmeyer A.,
Martino L., Munoz Guajardo I., Verdonck F., Zancanaro G. & Fabris C. (2017). Scientific and
technical assistance concerning the survival, establishment and spread of Batrachochytrium
salamandrivorans (Bsal) in the EU. EFSA Journal 2017;15 (2), 4739, 77 pp.
d0i:10.2903/j.efsa.2017.4739).

The Aquatic Animals Commission reiterated its proposal to list Batrachochytrium salamandrivorans.

The revised assessment for B. salamandrivorans is provided for Member Country information at
Annex 29 in support of the proposed listing.

4.3. Infection with Ranavirus

The Aquatic Animals Commission further amended the listed name ‘infection with Ranavirus spp.” to
‘infection with Ranavirus species’ because binomial nomenclature is not commonly used for viruses.
The scope of this listed disease (described in Chapter 8.2.) is intended to include any species within
the Genus Ranavirus (excluding epizootic haematopoietic necrosis, which is listed separately) and the
Commission agreed that the revised name better reflects this scope.

In response to a Member Country comment that ranavirus species should be considered for listing
separately, the Aquatic Animals Commission noted that the International Committee for Taxonomy of
Viruses is considering classification of ranaviruses. The outcomes of this work would guide future
consideration for amendments to the current listing of ranaviruses.

The revised Chapter 1.3. Diseases listed by the OIE is attached at Annex 5 and is proposed for
adoption at the 85th General Session in May 2017.

EU position

The EU thanks the OIE and supports the adoption of this modified chapter. A comment
is inserted in the text of Annex 5.

4.4. Assessment for a novel orthomyxo-like virus, tilapia lake virus (TiLV)

In light of a recent publication on diagnostic methods for tilapia lake virus (TiLV), the Aquatic
Animals Commission reassessed TiLV against criterion 8 (availability of repeatable and robust
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Item 5.

diagnostic tests) of the criteria for listing (Chapter 1.2.). The Commission reviewed this information
and agreed that the information did not support any change to its previous assessment that the disease
could not be proposed for listing at this time, due to the lack of specific diagnostic methods for TiLV.

The Aquatic Animals Commission recognised the potential significance of TiLV to many countries
given the worldwide importance of tilapia farming and trade in this species. The Commission noted
that TiLV meets the definition of an “emerging disease” and, as such, should be reported in
accordance with Article 1.1.4. of the Aquatic Code.

The Aquatic Animals Commission noted that recent disease events associated with TiLV have not
been reported to the OIE in accordance with the obligations described in Chapter 1.1. Member
Countries are encouraged to investigate mortality and morbidity events in tilapines as an
understanding on the geographic distribution of TiLV is essential for efforts to control its possible
spread.

In order to provide information for Member Countries on available detection methods and
transmission risks for this virus, the Aquatic Animals Commission finalised the Technical Disease
Card for TiLV. The Technical Disease Card for TiLV will be uploaded onto the OIE website in early
April 2017 and can be accessed at: http://www.oie.int/international-standard-setting/specialists-
commissions-groups/aquatic-animal-commission-reports/disease-information-cards/

The Technical Disease Card for TiLV is also presented at Annex 30 for Member Country
information.

Criteria for listing species as susceptible (Chapter 1.5.)

Specific comments were received from Australia, Canada, EU, New Zealand, Saudi Arabia and the
USA.

Several Member Countries supported the new Article 1.5.9.; however, some expressed concern
regarding the lack of clarity on how a broad host range is defined and the implications of listing
susceptible species at the level of a taxonomic group.

The Aquatic Animals Commission reminded Member Countries that the aim of the Aquatic Code is to
prevent the spread of aquatic animal diseases and assure the sanitary safety of international trade in
aquatic animals. Application of the current criteria to diseases with a proven broad host range (e.g.
infection with Aphanomyces astaci and infection with white spot syndrome virus) would result in a
substantial reduction in the list of susceptible species for these diseases. As a consequence, the
Aquatic Code measures for these diseases would not apply to many host species that are likely to be
susceptible but for which scientific information is lacking. The Commission noted that this
circumstance would be contrary to the purposes of the Aquatic Code and could lead to the spread of
listed diseases.

The Aquatic Animals Commission had proposed a new Article 1.5.9 to address this issue by including
a mechanism to list taxonomic groups of species as susceptible. This mechanism is intended to apply
only to diseases with a broad host range.

In light of comments from some Member Countries the Aquatic Animals Commission amended the
new Article 1.5.9. to clarify when this article would be applied. The Commission also amended text in
Articles 1.5.1. and 1.5.2. to ensure consistency with the new Article 1.5.9.

In addition, the Aquatic Animals Commission requested that the ad hoc Group on susceptibility of
crustacean species to infection with OIE listed diseases assess infection with Aphanomyces astaci
using the revised Chapter 1.5. This assessment will provide Member Countries with an example of the
application of the revised criteria, in particular the new Article 1.5.9. The Commission requested that
the ad hoc Group work electronically and report back to the Commission by their September 2017
meeting.

The revised Chapter 1.5. Criteria for listing species as susceptible is attached at Annex 26 for Member
Country comments.
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EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter.
Comments are inserted in the text of Annex 26.

Item 6. Disinfection of aquaculture establishments and equipment (Chapter 4.3.)
Specific comments were received from China (People’s Rep. of), Costa Rica, EU, Guatemala, New
Zealand, Saudi Arabia, Tanzania, Thailand and the USA.
The Aquatic Animals Commission considered Member Country comments received and made
relevant amendments to improve clarity and readability. Noting that this new chapter had been
circulated extensively for Member Country comments prior to adoption in 2016, the Commission only
proposed amendments that significantly improved the clarity of the text.
The revised Chapter 4.3. Disinfection of aquaculture establishments and equipment is attached at
Annex 6 and is proposed for adoption at the 85th General Session in May 2017.

EU position

The EU thanks the OIE and supports the adoption of this modified chapter.

ltem 7.

Recommendations for surface disinfection of salmonid eggs (Chapter 4.4.)
Specific comments were received from the EU and Norway.

After consideration of several Member Country comments, the Aquatic Animals Commission agreed
not to amend the text further as the Commission Members considered it was clear as proposed.

The Aquatic Animals Commission did not agree with a Member Country comment to include a
recommendation regarding appropriate disposal of disinfectant solutions to protect the environment,
noting that this was beyond the scope of this chapter.

The Aquatic Animals Commission agreed not to replace the term ‘pathogen’ with ‘pathogenic agent’
in Article 4.4.2. as the use of the term pathogen in the context of the chapter is not relevant to a
specific pathogenic agent.

The revised Chapter 4.1. Recommendations for surface disinfection of salmonid eggs is attached at
Annex 7 and is proposed for adoption at the 85th General Session in May 2017.

EU position

The EU supports the adoption of this modified chapter.

Item 8.

General obligations related to certification (Chapter 5.1.)
Specific comments were received from Argentina, Australia, EU, Saudi Arabia and Thailand.

After consideration of Member Country comments, the Aquatic Animals Commission agreed not to
amend the text further as the Commission Members considered it was clear as proposed.

The Aquatic Animals Commission wished to reiterate that the term ‘incubation period’ that appears in
a similar article in the Terrestrial Code was not included in this text because it is not used in the
Aquatic Code. The Commission noted that unlike terrestrial animals, a wide variety of host species
and environmental variables make determining the incubation period of aquatic animal pathogenic
agents impractical.

The revised Chapter 5.1. General obligations related to certification is attached at Annex 8 and is
proposed for adoption at the 85th General Session in May 2017.
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EU position

The EU supports the adoption of this modified chapter.

Item 9.

Amendments to crustacean disease-specific chapters

Specific comments were received from, Canada, Costa Rica, EU, Guatemala, New Zealand, Norway
and Tanzania.

The Aquatic Animals Commission considered Member Country comments made in each chapter and
made relevant amendments in each crustacean chapter to ensure alignment across these chapters.

The Aquatic Animals Commission agreed to i) delete the reference to ‘aquatic animals’ in Articles
X.X.3. and X.X.11. noting that only aquatic animal products are listed in these articles; ii) add aquatic
animal products to Article X.X.10 as this article also applies to aquatic animal products; iii) amend
point 2 in Articles X.X.9 and X.X.10. to improve readability and include a cross reference to Chapter
5.5.; and iv) add a new point 3) in Articles X.X.9 and X.X.10. to address separately the management
of effluent and waste materials.

The Aquatic Animals Commission did not agree with a Member Country comment to abbreviate the
species name when it appears for the second time in Article X.X.2. because the susceptible species are
listed in alphabetical order and inclusion of the Genus name in full ensures clarity.

The Aquatic Animals Commission noted that Article X.X.8. was amended as per the model Article
X.X.8. (see Item 11).

9.1. Crayfish plague (Aphanomyces astaci) (Chapter 9.1.)

The Aquatic Animals Commission applied amendments of a horizontal nature as noted above.

The Aquatic Animal Commission reminded Member Countries that the listing of susceptible species
in Article 9.1.2. will remain unchanged from the 2016 edition of the Aquatic Code until the issue of

species with a broad host range is finalised (see Item 5).

The revised Chapter 9.1. is attached at Annex 9 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

9.2. Infection with yellow head virus genotype 1 (Chapter 9.2.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

The revised Chapter 9.2. is attached at Annex 10 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU supports the adoption of this modified chapter.

9.3. Infectious hypodermal and haematopoietic necrosis (Chapter 9.3.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

The Aquatic Animals Commission did not agree with the proposal from a Member Country to remove
Macrobrachium rosenbergii from the list of susceptible species in Article 9.3.2. as the Commission
considered there was sufficient evidence to support the inclusion of this species in the list. In light of
the reference provided, the Commission had asked the ad hoc Group on Susceptibility of crustacean
species to infection with OIE listed diseases to review its previous assessment. The ad hoc Group
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reiterated that the paper by Hsieh et al. (2006) was scientifically sound; it was a natural infection that
supported strongly susceptibility of M. rosenbergii to infectious hypodermal and haematopoietic
necrosis virus (IHHNV); IHHNV was not only detected by PCR, it was also detected in infected
nuclei by in-situ hybridisation; and there were clinical signs consistent with infection with IHHNV.

Reference: Hsieh C.Y., Chuang P.C., Chen L.C., Tu C., Chien M.S., Huang K.C., Kao H.F., Tung
M.C. & Tsai S.S. (2006). Infectious hypodermal and haematopoietic necrosis virus (IHHNV)
infections in giant freshwater prawn, Macrobrachium rosenbergii. Aquaculture, 258, 73-79.

On the basis of this expert opinion, the Aquatic Animals Commission agreed to leave Macrobrachium
rosenbergii in the list of susceptible species in Article 9.3.2.

The revised Chapter 9.3. is attached at Annex 11 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

9.4. Infectious myonecrosis (Chapter 9.4.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

The revised Chapter 9.4. is attached at Annex 12 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

9.5. Necrotising hepatopancreatitis (Chapter 9.5.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

In light of Member Country comment, the Commission agreed to include ‘Candidatus’ in Article
9.5.1. when referring to the taxonomic name for this bacterial agent. However, for ease of reference
the term ‘Candidatus’ will not be used in the disease name ’Infection with Hepatobacter penaei’ (see
Item 4.1 above).

The revised Chapter 9.5. is attached at Annex 13 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

9.6. Taurasyndrome (Chapter 9.6.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

The revised Chapter 9.6. is attached at Annex 14 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

9.7.  White spot disease (Chapter 9.7.)

The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.
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The Aquatic Animal Commission reminded Member Countries that the listing of susceptible species
in Article 9.7.2 will remain unchanged from the 2016 edition of the Aquatic Code until the issue of
species with a broad host range is finalised (see Item 5).

The revised Chapter 9.7. is attached at Annex 15 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU supports the adoption of this modified chapter.

9.8. White tail disease (Chapter 9.8.)
The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted above.

The revised Chapter 9.8. is attached at Annex 16 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU supports the adoption of this modified chapter.

Item 10. New chapter on Acute hepatopancreatic necrosis disease (Chapter 9.X.)

Specific comments were received from Canada, Costa Rica, Guatemala and New Zealand.

The Aquatic Animals Commission considered Member Country comments and made relevant
amendments.

The Aquatic Animals Commission agreed to apply amendments of a horizontal nature as noted in
Item 9 above.

The Aquatic Animals Commission did not agree with a Member Country comment to change acute
hepatopancreatic necrosis disease (AHPND) to ‘infection with Vpappnp® because the Commission
considered it likely that the species of Vibrio associated with this disease will change over time. Using
the disease approach will enable new pathogenic agents to be added to the definition of the disease in
Article 9.X.1.

The Aquatic Animals Commission did not agree with several Member Country comments to broaden
the scope in Article 9.X.1. beyond the inclusion of Vibrio parahaemolyticus. The Commission noted
that, at the time of this meeting, there was insufficient published data to support other Vibrio species
as causative agents of AHPND. The Commission will monitor AHPND research and amend 9.X.1., if
supported by relevant scientific data.

The Aquatic Animals Commission corrected an error identified by a Member Country in the August
2016 electronic ad hoc Group report on safety of products derived from aquatic animals that

pasteurised crustacean products had been assessed against criteria in Article 5.4.1.
The ad hoc Group report is available at: http://www.oie.int/en/standard-setting/specialists-
commissions-working-groups/scientific-commission-reports/ad-hoc-groups-reports/.

The revised Chapter 9.X. is attached at Annex 17 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU in general supports the adoption of this modified chapter. A comment is
inserted in thetext of Annex 17.

Item 11. Revised Article X.X.8.
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Specific comments were received from Australia, Costa Rica, Guatemala and New Zealand.

The Aquatic Animals Commission considered Member Country comments and made relevant
amendments.

In response to a Member Country comment to amend the term quarantine in relation to lifelong
holding, the Aquatic Animals Commission reminded Member Countries that quarantine is a defined
term in the Aquatic Code and includes ‘a specified length of time’. When importing aquatic animals
from a country not free of a specific pathogenic agent, a lifelong period would be appropriate. The
Commission also added the word ‘imported’ in several places to clarify the reference to imported
aquatic animals.

The Aquatic Animals Commission clarified that point 3a)ii) high health status refers to the best
possible health status with respect to a specific listed disease, noting that this article will apply to
countries that are not free from the specific disease.

The Aquatic Animals Commission noted that if adopted, this model article will be applied to Article
X.X.8. of all disease-specific chapters.

The revised model Article X.X.8. is attached at Annex 18A (as clean text) and Annex 18B (with track
changes) and is proposed for adoption at the 85th General Session in May 2017.

EU position

The EU supports the adoption of this model article.

Item 12.

Item 13.

Item 14.

Inclusion of recommendations for surface disinfection of eggs for species where it is practised
other than salmonids, and important for ensuring safe trade

The Aquatic Animals Commission welcomed suggestions received from several Member Countries
regarding the possible expansion of disinfection protocols for eggs of non-salmonid fish species.
However, the Commission noted that no validated disinfection protocols had been provided and
decided that it could not proceed with the development of species-specific egg disinfection
recommendations

However, given the significant risk associated with this pathway, the Aquatic Animals Commission
encourages Member Countries to provide relevant information on validated protocols in order for the
Commission to reconsider this issue. The Commission encourages Member Countries to support
validation of standard commercial methods used for disinfection of aquatic animal eggs and larvae in
their respective countries.

Red sea bream iridoviral disease (Chapter 10.8.)
A specific comment was received from the EU.

The Aquatic Animals Commission noted an error in the Aquatic Code and Manual regarding the
incorrect reference to albacore as the common name for Thunnus thynnus. The Commission found that
this issue could not be resolved simply by correcting a taxonomic hame or common name and noted
that it will be addressed as part of the work currently being undertaken by the ad hoc Group on
Susceptibility of fish species to infection with OIE listed diseases.

E. OTHER AQUATIC ANIMAL HEALTH CODE ISSUES AND
WORK OF RELEVANT AD HOC GROUPS

Criteria to assess the safety of aquatic animal commaodities (Chapter 5.4.)

The Aquatic Animals Commission noted that there were a number of inconsistencies between Chapter
5.4. Criteria to assess the safety of aquatic animal commodities and related Articles X.X.3 and
X.X.11/12 in the disease-specific chapters. Relevant amendments were made including the deletion of
references to aquatic animals as this chapter is intended to apply to aquatic animal products.
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The revised Chapter 5.4. Criteria to assess the safety of aquatic animal commodities is attached at
Annex 27 for Member Country comments.

‘ EU comment
‘ The EU in general supports the proposed changes to this chapter.

| A commnent is inserted in the text of Annex 27.

Item 15. Ad hoc Group on susceptibility of fish species to infection with OIE listed diseases

The Aquatic Animals Commission was informed that the ad hoc Group on susceptibility of fish
species to infection with OIE listed diseases held its first meeting in December 2016 and had
undertaken assessments of the susceptibility of fish species (as outlined in Article 1.5.3. of Chapter
1.5. of the Aquatic Code) to i) epizootic haematopoietic necrosis disease; ii) infection with
Gyrodactylus salaris; and iii) koi herpesvirus disease. The ad hoc Group will finalise these three
assessments and commence work on spring viraemia of carp, infection with salmonid alphavirus and
infection with infectious salmon anaemia virus when it next meets in April 2017.

The Aquatic Animals Commission appreciated the excellent work done to date by the ad hoc Group
and requested that it submit a report with the revised lists of susceptible species for the six diseases for
the Commission to consider at its September 2017 meeting.

Item 16. Ad hoc Group on demonstration of disease freedom

The Aquatic Animals Commission reviewed the draft report of the ad hoc Group on demonstration of
disease freedom, which met from 17-19 January 2017. The Commission also held a tele-conference
with the chair of the ad hoc Group. The Commission recognised that this is an important and complex
area of work and touches on many other parts of the Aquatic Code. The Commission requested that
the ad hoc Group meet again to complete the development of model text for a disease-specific chapter
and report back to the Commission meeting in September 2017.

Item 17. Ad hoc Group on aquatic animal biosecurity

The Aquatic Animals Commission was informed that an ad hoc Group on aquatic animal biosecurity
for aquaculture establishments will be convened to commence this work prior to the next Commission
meeting in September 2017.

F. MANUAL OF DIAGNOSTIC TESTS FOR AQUATIC ANIMALS
— MEMBER COUNTRY COMMENTS

Comments had been received from Canada, China (People’s Rep. of), Chinese Taipei, EU, Japan, New Zealand,
Norway, Singapore, Switzerland, Thailand and the USA.

The Aquatic Animals Commission reviewed all Member Country comments on the crustacean disease chapters
and made relevant amendments.

The Aquatic Animals Commission considered a Member Country comment to amend the definition of a
confirmed case of infection with salmonid alphavirus. This chapter is not currently under review, however the
Commission agreed that the comment will be addressed when the chapter is revised to bring it into the format of
the new template being developed by the ad hoc Group on the Aquatic Manual (see Item 26).

A Member Country had proposed in several chapters to change the genus name of shrimp species from Penaeus
to Litopenaeus. The Aquatic Animals Commission refers the Member Country to Item 14 of the Commission’s
September 2016 meeting report, Review of prawn taxonomy literature for Penaeus. This gives the rationale for
the Commission’s decision to maintain the name Penaeus.

In reply to several proposals to amend the titles of certain sections of the Aquatic Manual chapters, the Aquatic
Animals Commission reminded Member Countries that section titles will be revised once the new disease

OIE Aquatic Animal Health Standards Commission/February 2017



15

chapter template developed by the ad hoc Group on the Aquatic Manual (see Item 26) is approved and
implemented.

On a number of occasions amendments to the protocols for polymerase chain reaction assays were proposed. The
Aguatic Animals Commission agreed that Member Countries proposing changes to published protocols must
provide the rationale for these amendments with evidence of equivalency of test performance under the new test
conditions. It would also be preferable if the amended protocols had been validated and published.

The Aquatic Animals Commission agreed to ask Reference Laboratory experts to carefully assess the test
protocols in each of the chapters and remove all unnecessary references to commercial products.

Several requests were received to add or delete species from the sections on Susceptible host species and Species
with incomplete evidence for susceptibility. The Aquatic Animals Commission referred all such requests, and
supporting references, to the ad hoc Group on susceptibility of crustacean species to infection with OIE listed
diseases for review.

Item 18. Acute hepatopancreatic necrosis disease (new draft Chapter 2.2.X.)

Comments had been received from Canada, China (People’s Rep. of), Japan, New Zealand,
Singapore, Thailand and the USA.

A Member Country proposed to broaden the scope of the chapter on acute hepatopancreatic necrosis
disease (AHPND) to include other Vibrio strains. The Aquatic Animals Commission discussed this
issue in the context of the Aquatic Code chapter for AHPND. Although some other Vibrio species
have been isolated in association with AHPND, at the time of this meeting there was insufficient
evidence to demonstrate that these species can cause the disease.

In the Section of the chapter on ‘Disease information, agent factors’, a Member Country requested
replacement of one of the references with another that it believes is the first report of the disease. The
Aguatic Animals Commission did not agree with this proposal as the suggested reference describes
the pathogenicity of a strain of Vibrio parahaemolyticus but not in the context of AHPND.

In response to a request for references in the sections on Susceptible host species and Species with
incomplete evidence for susceptibility, the Aquatic Animals Commission pointed out that all the
necessary references can be found in the report of the ad hoc Group on susceptibility of crustacean
species to infection with OIE listed diseases.

The revised Chapter 2.2.X. Acute hepatopancreatic necrosis disease is attached as Annex 19 and
isproposed for adoption at the 85th General Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

Item 19. Crayfish plague (Aphanomyces astaci) (Chapter 2.2.1.)

Comments had been received from Canada, China (People’s Rep. of), EU, New Zealand, Norway,
Singapore and Switzerland.

In reply to a comment requesting a further update of this chapter, the Commission reminded Member
Countries that once the new disease chapter template developed by the ad hoc Group on the Aquatic
Manual (see Item 26) is approved and implemented, all the chapters would be revised in the format of
the new template and the relevant information will be updated accordingly.

The Aquatic Animals Commission confirmed that as per Article 9.1.2 of the Aquatic Code all crayfish
species in the families Cambaridae, Astacidae and Parastacidae are considered to be susceptible to
infection with Aphanomyces astaci, and the measures of the Aquatic Code apply to these species when
they are traded internationally.
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The Aquatic Animals Commission reviewed Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory expert.

The revised chapter 2.2.1. is attached as Annex 20 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU in general supports the adoption of this modified chapter. A comment is
inserted in the text of Annex 20.

Item 20.

Infectious hypodermal and haematopoietic necrosis (Chapter 2.2.3.)
Comments had been received from New Zealand, Singapore, Thailand and the USA.

A Member Country requested deletion of a species (giant river prawn, Macrobrachium rosenbergii)
from the section on Susceptible host species. The Aquatic Animals Commission noted that this issue
had been referred previously to the ad hoc Group on susceptibility of crustacean species to infection
with OIE listed diseases and the Group had confirmed its previous assessment.

A Member Country pointed out that commercial products are referred to frequently in the protocols
for molecular tests. The Aquatic Animals Commission agreed to ask the Reference Laboratory expert
to remove references to commercial products unless strictly necessary and to reduce the length of the
protocols by removing superfluous details.

A number of changes were proposed to the protocols for molecular tests. The OIE Reference
Laboratory would be asked to review these proposals. If these changes are optimisations of published
protocols, it will be necessary to add a sentence on how any effects on the performance of the assay
have been assessed.

A Member Country comment regarding the definition of a confirmed case will be addressed once the
new disease chapter template developed by the ad hoc Group on the Aquatic Manual (see Item 26) is
approved and implemented.

The Aquatic Animals Commission reviewed the Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory experts.

The revised chapter 2.2.3. is attached as Annex 21 and is proposed for adoption at the 85th General
Session in May 2017.

EU position

The EU supports the adoption of this modified chapter.

Item 21. Infectious myonecrosis (Chapter 2.2.4.)
Comments had been received from Japan, New Zealand, Singapore and the USA.
A number of changes were proposed to the molecular test methods. The Aquatic Animals
Commission requested that rationale be provided for such changes along with evidence of equivalency
of test performance under the new test parameters.
The Aquatic Animals Commission reviewed the Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory expert.
The revised chapter 2.2.4. is attached as Annex 22 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
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The EU supports the adoption of this modified chapter.

Item 22. Necrotising hepatopancreatitis (Chapter 2.2.5.)
Comments had been received from Canada, New Zealand, Singapore and the USA.

A Member Country proposed creating a new subsection following Section 2.2.2 Species with
incomplete evidence for susceptibility, for species with PCR positive results only. The Aguatic
Animals Commission did not agree with this proposal as positive PCR results are already mentioned
in Section 2.2.2 and creating a dedicated section would give them more importance than justified.

A Member Country had proposed amendments to the PCR protocol, including the addition of faeces
as one of the samples on which the test can be undertaken. The Aquatic Animals Commission agreed
that faeces could be included as a sample type if information on validation of the assay for this
purpose is provided.

The Aquatic Animals Commission reviewed the Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory expert.

The revised chapter 2.2.5. is attached as Annex 23 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

Item 23. Taura syndrome (Chapter 2.2.6.)
Comments had been received from Canada, EU, New Zealand, Singapore, Thailand and the USA.
A number of changes were proposed to the molecular test methods. The Aquatic Animals
Commission requested that rationale be provided for such changes along with evidence of equivalency

of test performance under the new test parameters.

The Aquatic Animals Commission reviewed the Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory expert.

The revised chapter 2.2.6. is attached as Annex 24 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

Item 24. White tail disease (Chapter 2.2.8.)

Comments had been received from Canada, China (People’s Rep. of), EU, New Zealand, Singapore
and Thailand.

The Aquatic Animals Commission reviewed the Member Country comments and amended the text
accordingly in consultation with the Reference Laboratory expert.

The revised chapter 2.2.8. is attached as Annex 25 and is proposed for adoption at the 85th General
Session in May 2017.

EU position
The EU supports the adoption of this modified chapter.

Item 25. White spot disease (Chapter 2.2.7)
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Comments had been received from China (People’s Rep. of).

At its last meeting in September 2016, the Aquatic Animals Commission agreed to delay revision of
this chapter pending a review of the list of susceptible species, but did propose a revised title and
scope in line with the amendments being proposed in the other crustacean chapters.

The Aquatic Animals Commission reviewed the chapter and applied the new disease name, ‘infection
with white spot syndrome virus’ throughout. The Commission decided to revise the case definition for
this Chapter. While the case definition will be revised by the ad hoc Group on the Aquatic Manual as
a part of its ongoing work, the Commission found them to be unsatisfactory and in need of immediate
revision.

The revised chapter 2.2.7. is attached as Annex 28 for Member Country comments.

EU comment

The EU in general supports the proposed changes to this chapter. A comment is inserted
in the text of Annex 28.

G.

Item 26.

Item 27.

Item 28.

OTHER AQUATIC MANUAL ISSUES AND WORK OF RELEVANT AD HOC GROUPS
Review of the report of the ad hoc Group report on the Aquatic Manual

In January 2017, the ad hoc Group on the OIE Aquatic Manual met for a second time. The purpose of
the meeting was to further refine the new disease chapter template and the three model chapters that
the Group had developed at its first meeting in April 2016, in accordance with feedback provided by
the Aquatic Animals Commission. The new chapter template included proposed improvements to the
structure of Sections 4 Diagnostic methods, which incorporated a revised table of test methods
available for surveillance and diagnosis, and 6 Corroborative diagnostic criteria.

The Aquatic Animals Commission thanked the ad hoc Group for its work, which would result in
important improvements to the consistency, quality, clarity and value of the information presented in
the Aquatic Manual. The Commission reviewed the ad hoc Group’s report and its recommendations
along with the application of the new template for a mollusc disease, and provided further feedback
for the Group.

The Aquatic Animals Commission recommended that the Group further refine the template using the
three model chapters to refine their approach. Once the template is finalised, members of the ad hoc
Group will assist Reference Laboratory experts to apply the new template to all crustacean disease
chapters. At its next meeting in September 2017, the Commission would review the finalised template
and the available revision of crustacean disease chapters.

H. OIE REFERENCE CENTRES
Review reports from relevant Reference Laboratories and Collaborating Centres

Headquarters staff provided the Aquatic Animals Commission with an analysis of the Reference
Centre activities based on the annual reports submitted by OIE Reference Centres for aquatic animals.
As of 27 February 2017, 33 out of 44 (75%) Reference Laboratories and 2 out of 2 (100%)
Collaborating Centres had submitted annual reports for 2016 to the OIE. Those laboratories that had
not yet submitted an annual report would be reminded of their obligation. Submission of annual
reports is one of the criteria for evaluating the performance of OIE Reference Laboratories.

The Aquatic Animals Commission expressed its on-going appreciation for the support and expert
advice provided by the OIE by the Reference Centres. The Commission welcomed the increase in the
number of positive responses indicating internationally recognised quality management systems are in
place.

Applications for OIE Reference Centre status or changes of experts
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The Aquatic Animals Commission recommended acceptance of the following application for OIE
Reference Centre status:

OIE Reference Laboratory for Acute hepatopancreatic necrosis disease

Agquaculture Pathology Laboratory, School of Animal and Comparative Biomedical Sciences,
University of Arizona, Tucson, AZ 85721, UNITED STATES OF AMERICA Tel.: (+1-520)
621.44.38; Fax: (+1-520) 626.56.02; E-mail: fengjyu@u.arizona.edu Website:
http://acbs.cals.arizona.edu/aqua Designated Reference Expert: Dr Kathy Tang-Nelson.

The Delegate of the Member Country concerned had submitted to the OIE the following nomination
for change of expert at two OIE Reference Laboratories. The Commission recommended their
acceptance:

Epizootic haematopoietic necrosis and Infection with ranavirus

Dr Paul Hick to replace Professor Richard Whittington at the University of Sydney, Faculty of
Veterinary Science, Australia.

Item 29. Withdrawal of OIE Reference Laboratory status

The Aquatic Animals Commission noted that the OIE Reference Laboratory for Viral encephalopathy
and retinopathy at the Graduate School of Biosphere Science, Hiroshima University in Japan had
requested to be removed from the list following the retirement of the designated expert Professor
Toshihiro Nakai. The Commission wished to thank Professor Nakai for his valuable contribution to
the OIE since the OIE Reference Laboratory gained its designation in 2000.

Item 30. Progress of Reference Laboratories toward achieving quality management system accreditation
The Agquatic Animals Commission considered the progress of Reference Laboratories toward
achieving accreditation with 1SO 17025 or an equivalent quality management system. Reference
Laboratory reports submitted by 27 February 2017 and previous Reference Laboratories responses
were used to evaluate progress to toward achieving accreditation. The following points summarise the
progress:

° 61.9% are accredited to SO 17025;

° 19.0% are in the process of achieving accreditation to ISO 17025;

° 4.8% are accredited to an equivalent quality management system;

° 14.3% have not and would not achieve accreditation to 1SO 17025 or equivalent quality
management system and would therefore lose their OIE Reference Laboratory status at the end
of 2017.

The Aquatic Animals Commission appreciated the effort made by so many of the laboratories to
achieve their accreditation status.

The Aquatic Animals Commission was informed that the Biological Standards Commission had
reviewed documents received from OIE Reference Laboratories in North America that demonstrate
that their quality management system is equivalent to ISO 17025.

Item 31. Further development of standard operating procedures for the approval and maintenance of
Reference Laboratory status

The Aquatic Animals Commission reviewed the standard operating procedures for designation of OIE
Reference Laboratories, which had been developed by the Biological Standards Commission in
consultation with the Aquatic Animals Commission. The document now has five performance criteria
for laboratory evaluations:
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Item 32.

Item 33.

Item 34.

i) submission of an annual report;

i) achievement of accreditation to ISO 17025 or equivalent quality management system, ideally
with relevant tests included in the scope of the accreditation;

iii)  sufficient diagnostic activity or production and supply of reference material related to the
disease or pathogen;

iv)  ready response to requests from the OIE Headquarters for scientific expertise.

V) ready response to requests from the OIE for administrative issues relating to transparency and
confidentiality (e.g. renewing the potential conflict of interests declaration and providing a
confidentiality undertaking).

The Aquatic Animals Commission noted that the words “with relevant tests included in the scope of
the accreditation” had been added to criterion ii) and point 5 of the Guidelines for applicants for OIE
Reference Laboratory status after the words “accreditation to the ISO 17025 or equivalent quality
management system”. The Commission noted that this addition would be problematic for some
aquatic laboratories when assays are being developed and validated for new diseases or in
circumstances where existing assays require improvement to address new information about the
disease (e.g. new strains of the pathogen). The Commission considered that it would not be
appropriate to remove designation in these circumstances. To address this concern, the Aquatic
Animals Commission proposed that the word ‘ideally’ be added to the beginning of the clause. This
proposed amendment was conveyed to the President of the Biological Standards Commission who
agreed to make this amendment.

The document will be submitted for endorsement by the OIE Council before being presented for
adoption by Resolution of the World Assembly at the General Session in May 2017.

l. OTHER ISSUES
Update on OIE activities on antimicrobial resistance

The Aquatic Animals Commission was updated on OIE activities concerning antimicrobial resistance,
including the current work of the OIE ad hoc Group on antimicrobial resistance. The Commission
agreed that it is important to continue to follow this important topic, and update the Aquatic Code and
Manual as relevant.

Self-Declaration of disease freedom

The Aquatic Animals Commission were informed that the OIE has commenced a review of the OIE
procedures related to self-declaration of disease freedom for a country, zone or compartment for OIE
listed terrestrial and aquatic animal diseases. Although the OIE does not endorse a self-declaration of
freedom claim, a Member Country may publish information in the OIE Bulletin in order to inform
other OIE Member Countries. The OIE is undertaking this work in an effort to improve the
procedures for submission, screening and publication of self-declarations.

The Aquatic Animals Commission commented that this is an important topic for Member Countries
because an official status recognition process does not exist for OIE listed aquatic animal diseases.
The Commission will continue to follow this important project and has requested that it be kept
informed about work on this project.

Nagoya protocol

The Aquatic Animals Commission was updated by OIE Headquarters on the Nagoya Protocol, which
was passed in October 2010 by the United Nations Convention on Biological Diversity, and mandates
the terms of Access-and-Benefit-Sharing agreements between countries for any exchange of research
samples containing genetic material. The Commission was advised that both the OIE Biological
Standards Commission and OIE Working Group on Wildlife had discussed this item at their
respective meetings in 2016 with the aim of determining what experience respective members had
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regarding this protocol and the possible consequences on the international transport of animal
specimens.

The Aquatic Animals Commission was informed that an OIE ad hoc Group on Transport of biological
materials will be convened in 2017 to update Chapter 1.1.3 Transport of specimens of animal origin
of the Manual of Diagnostic Tests and Vaccines of Terrestrial Animals, including consideration of the
Nagoya Protocol.

J. AQUATIC ANIMALS COMMISSION WORK PLAN FOR 2016/2017

The Aquatic Animals Commission reviewed and updated its work programme, taking into account Member
Country comments, Headquarters” comments, and completed work.

The revised work programme is attached as Annex 31 for Member Country information.
K. AQUATIC ANIMALS COMMISSION MEMBER ACTIVITIES

The Aquatic Animals Commission wished to inform Member Countries of activities that Commission Members
have undertaken in their role as Commission Members since the last meeting in September 2016.

Members of the Commission have participated in the following activities:

Dr Ingo Ernst held a teleconference on 8 December 2016 for OIE Delegates and Aquatic Animal Focal Points in
the Asia Pacific region, organised by the OIE Regional Representative for Asia and the Pacific. The purpose of
the teleconference was to brief Member Countries on the report of the September 2016 meeting of the Aquatic
Animals Commission, particularly annexes that had been provided for Member Country comment.

Dr Joanne Constantine participated in a webinar on 20 December 2016 for OIE Delegates, Aquatic Animal Focal
Points and other regional participants in the Americas, organised by the OIE Regional Representative for the
Americas. The purpose of the webinar meeting was to brief participants on the report of the September 2016
meeting of the Aquatic Animals Commission, particularly the annexes that had been provided for Member
Country comment. Dr Constantine gave a presentation summarising the highlights of the September report and
responded to questions from Members. The report of the September 2016 meeting of the Terrestrial Animal
Health Standards Commission was also discussed.

Dr Peeler accepted an invitation extended by the European Commission to attend an expert working group
meeting held on November 24, 2016, to coordinate an EU response to the report of the September 2016 meeting
of the Aquatic Animals Commission. Dr Peeler answered questions that arose and discussed the future work plan
of the Commission.

Professor Mohamed Shariff Bin Mohamed Din represented the OIE at the 15th meeting of the Network of
Agquaculture Centres in Asia-Pacific’s (NACA) Asia Regional Advisory Group on Aquatic Animal Health which
was held in Bangkok from 21-23 November 2016. He provided presentations to the Advisory Group on OIE
aquatic animal health standards adopted at the 84th General Session in May 2016 and outcomes of the
September 2016 meeting of the Aquatic Animals Commission. The reports of Advisory Group meetings are
available on the NACA website (www.enaca.org).

L. COLLABORATION
Item 35. FAO update

Dr Melba Reantaso, representing the Food and Agricultural Organization, joined the Aquatic Animals
Commission meeting by teleconference and provided an update on relevant FAO Technical
Cooperation Programmes underway, in particular those focused on tilapia lake virus in Egypt and
Asia, and an FAO Project strengthening capacities, policies and national action plans on prudent and
responsible use of antimicrobials in fisheries to be held in India in April 2017. Dr Ernst provided an
update on relevant activities of the Commission.

The Members of the Commission welcomed this regular update noting the importance of the
relationship with FAQO.
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M. NEXT MEETING

The next meeting of the Aquatic Animals Commission is scheduled for 12-19 September 2017 inclusive.

.../Annexes
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Annex 2

MEETING OF THE OIE
AQUATIC ANIMAL HEALTH STANDARDS COMMISSION

Paris, 22 February-1 March 2017

Adopted agenda

A MEETING WITH THE DEPUTY DIRECTOR GENERAL

B. ADOPTION OF THE AGENDA

C. MEETING WITH THE PRESIDENT OF THE TERRESTRIAL ANIMAL HEALTH
STANDARDS COMMISSION

D. AQUATIC ANIMAL HEALTH CODE-EXAMINATION OF MEMBER COUNTRY COMMENTS

Item 1.

Item 2.

Item 3.

Item 4.

Item 5.

Item 6.

Item 7.

Item 8.

Item 9.

Item 10.

General comments

Glossary
Criteria for the inclusion of diseases in the OIE list (Chapter 1.2.)

Diseases listed by the OIE (Chapter 1.3.)
4.1.  Amended crustacean disease names
4.2.  Batrachochytrium salamandrivorans
4.3. Infection with Ranavirus

4.4. Assessment for a novel orthomyxo-like virus, tilapia lake virus
Criteria for listing species as susceptible (Chapter 1.5.)

Disinfection of aquaculture establishments and equipment (Chapter 4.3.)
Recommendations for surface disinfection of salmonid eggs (Chapter 4.4.)
General obligations related to certification (Chapter 5.1.)

Amendments to crustacean disease-specific chapters

9.1. Crayfish plague (Aphanomyces astaci) (Chapter 9.1.)

9.2. Infection with yellow head virus genotype 1 (Chapter 9.2.)

9.3. Infectious hypodermal and haematopoietic necrosis (Chapter 9.3.)
9.4. Infectious myonecrosis (Chapter 9.4.)

9.5. Necrotising hepatopancreatitis (Chapter 9.5.)

9.6. Taura syndrome (Chapter 9.6.)

9.7.  White spot disease (Chapter 9.7.)

9.8.  White tail disease (Chapter 9.8.)

New chapter on Acute hepatopancreatic necrosis disease (AHPND) (Chapter 9.X.)
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Annex 2 (contd)

Item 11. Revised Article X.X.8.

Item 12. Inclusion of recommendations for surface disinfection of eggs for species where it is practised
other than salmonids, and important for ensuring safe trade

Item 13. Red sea bream iridoviral disease (Chapter 10.8.)

E. OTHER AQUATIC ANIMAL HEALTH CODE ISSUES AND WORK OF RELEVANT AD HOC
GROUPS

Item 14. Criteria to assess the safety of aquatic animal commaodities (Chapter 5.4.)

Item 15. Ad hoc Group on susceptibility of fish species to infection with OIE listed diseases
Item 16. Ad hoc Group on demonstration of disease freedom

Item 17. Ad hoc Group on aquatic animal biosecurity

F. MANUAL OF DIAGNOSTIC TESTS FOR AQUATIC ANIMALS-MEMBER COUNTRY
COMMENTS

Item 18. Acute hepatopancreatic necrosis disease (new draft Chapter 2.2.X.)
Item 19. Crayfish plague (Aphanomyces astaci) (Chapter 2.2.1.)
Item 20. Infectious hypodermal and haematopoietic necrosis (Chapter 2.2.3.)
Item 21. Infectious myonecrosis (Chapter 2.2.4.)
Item 22. Necrotising hepatopancreatitis (Chapter 2.2.5.)
Item 23. Taura syndrome (Chapter 2.2.6.)
Item 24. White tail disease (Chapter 2.2.8.)
Item 25.  White spot disease (Chapter 2.2.7.)
G. OTHER AQUATIC MANUAL ISSUES AND WORK OF RELEVANT AD HOC GROUPS
Item 26. Review of the report of the ad hoc Group on the Aquatic Manual
H. OIE REFERENCE CENTRES
Item 27. Review reports from relevant Reference Laboratories and Collaborating Centres
Item 28. Applications for OIE Reference Centre status or changes of experts
Item 29. Withdrawal of OIE Reference Laboratory status
Item 30. Progress of Reference Laboratories to achieving quality management system accreditation

Item 31. Further development of standard operating procedures for the approval and maintenance of
Reference Laboratory status
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l. OTHER ISSUES

Item 32. Update on OIE activities on antimicrobial resistance
Item 33. Self-Declaration of disease freedom

Item 34. Nagoya protocol

J. AQUATIC ANIMALS COMMISSION WORK PLAN FOR 2016/2017

K. COLLABORATION

Item 35. FAO update

L. NEXT MEETING

OIE Aquatic Animal Health Standards Commission/February 2017






29

Annex 3

GLOSSARY

EU position
The EU thanks the OIE and supports the adoption of this modified glossary.

AQUATIC ANIMALS
means all viable life stages (including eggs and gametes) of fish, molluscs, crustaceans and amphibians

orlglnatlng from aquaculture establlshments or remeved from the Wlld—fepfamng—pwpeses—fewe\lease

BIOLOGICAL PRODUCTS
means:

a) biological reagents for use in the diagnosis of certain diseases;

b) sera for use in the prevention and treatment of certain diseases;

c) inactivated or modified vaccines for use in preventive vaccination against certain diseases;
d) genetic material of infectious pathogenic agents;

e) endocrine tissues from fish or used in fish.

DISEASE

means clinical or non-clinical infection with one or more aetielegieal pathogenic agents.

ZONE

system containing an aguatlc anlmal population with a el+stmet sgecmc aquatic animal health status with

respect to a ifi disease, in which surveillance and control measures are
applied and basic biosecurity conditions are applied met. Such-zones-must-be clearly-documented The
zone should be defined by the Competent Authorityfies).

—  Text deleted.
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Annex 4A

CHAPTER 1.2.

CRITERIA FOR THE INCLUSION OF
DISEASES IN THE OIE LIST

Article 1.2.1.
Introduction
This chapter describes the criteria for the inclusion of diseases in Chapter 1.3.

The objective of listing diseases is to support Member Countries by providing information needed to take
appropriate action to prevent the transboundary spread of important diseases of aquatic animals. This is achieved
by transparent, timely and consistent notification.

Each listed disease usually has a corresponding chapter that assists Member Countries in the harmonisation of
disease detection, prevention and control, and provides standards for safe international trade in aquatic animals
and aquatic animal products.

The requirements for notification are detailed in Chapter 1.1.

Principles and methods of validation of diagnostic tests are described in Chapter 1.1.2. of the Aquatic Manual.
Article 1.2.2.

The criteria for the inclusion of a disease in the OIE list are as follows:

1) International spread of the pathogenic agent (via aquatic animals, aquatic animal products, vectors or
fomites) is likely.

AND

2) At least one country may demonstrate country or zone freedom from the disease in susceptible aquatic
animals, based on provisions of Chapter 1.4.

AND

3) A precise case definition is available and a reliable means of detection and diagnosis exists.
AND

4)

a) Natural transmission to humans has been proven, and human infection is associated with severe
consequences.

OR

b) The disease has been shown to affect the health of cultured aquatic animals at the level of a country or
a zone resulting in significant consequences e.g. production losses, morbidity or mortality at a zone or
country level.

OR

c) The disease has been shown to, or scientific evidence indicates that it would, affect the health of wild
aguatic animals resulting in significant consequences e.g. morbidity or mortality at a population level,
reduced productivity or ecological impacts.
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Annex 4B

CHAPTER 1.2.

CRITERIA FOR LISTING AQUATIC ANIMAL
THE INCLUSION OF DISEASES IN THE OIE

LIST

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

Article 1.2.1.

Introduction
This chapter describes the criteria for the inclusion of listing diseases in Chapter 1.3.

The objective of listing diseases is to support Member Countries* by providing information needed to take
appropriate action efferts to prevent the transboundary spread of important diseases of aquatic animals._This is

achieved bg through transparent, timely and consistent reperting-notification.

inthe
Aquaﬁc—@ede h I| r M m ntries in th
harmonisation of disease detectlon! Qreventlon and gggtrol and prowde standards for safe mternatlonal trade in

aquatic animals and_aquatic animal their products.
The requirements for notification efHisted-diseases are detailed in Chapter 1.1.

Principles and methods ofer validation selection of diagnostic tests are provided described described in
Chapter 1.1.2. of the Aguatic Manual.

Article 1.2.2.

The cCriteria for the inclusion of a listing-an-aquatic-animal disease in the OIE list are as follows:

4+0OR |b. | The disease has been shown to affect cause-a-signrificant | Fhere-is-a-general-pattern-that the-disease-wilHead

predaeﬂen—tesses—at—a—naﬂenal—e#nmﬂaﬂaﬂmqal—ézenal—er
ammats_auhﬁ Ievel of a countrv or a_zone takme—mte agent—and—net—management—or—enviro
oroducuon Inqqpq morb|d|tv and or mortalltv at a zone or | economic—impactof the disease—islinked—to—its

20R | c.Of | The disease has been shown to, or scientific evidence | Wild-aguatic-animal-populations-can-be-pepulations
indicates that it is-ikely-te-would, attes_t_eause—a—stgmﬂeam that-are-commerctatly-harvested-fratd-fisheresyand
impact-on the health of morbidity—or-mortalityin—wild hence-are-an-economic-asset. However,-the-asset
aquatlc ammals resultlna in significant consequences, e.g. could-be-ecological-or-environmental-in-nature,for
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h n__proven nd human
infection i iated with
consequences.

Likelihood—of—iInternational spread; of the | internationaltrade-inagquatic-animal-species-susceptible-to-the
pathogenic _agent including (via live aquatic | disease—exists—or-is-likely-to-develop-and—underinternational
animals, their aguatic animal products, vectors | trading-practicesthe-entryand-establishmentofthe disease-is
or fomites) is likely-has-been-proven. likely-

At least one Several countryes % Free—countries/zones—could—still—be—protected—Listing—of

monstr ntr r_zone fr m render—hotification—unfeasible—However—individualcountries
impending—freedom from the disease in | that+un-a-controlprogramme-on-such-a-disease-can-propose

als, may
b&deekared#ee«ef»theumsease based on the | evaluation—to—suppert—theirregquest—Examples—may—be—the
general surveillance  provisions principles | protection—of -broodstock—from—widespread—diseases,—or-the
outlined in of Chapters 1.4. and-1.5. protection-of-the-lastremaining-free zones from-a-widespread

is_available and a rReliable means of detection{ | has—undergone—a—formal—standardisation—and—validation
an d dlagn03|s msLs m % pmees&usm&muﬂne#wldsamples{é‘ee%quaﬂel%a&walw

Text deleted.
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Annex 5

CHAPTER 1. 3.

DISEASES LISTED BY THE OIE

EU position

The EU thanks the OIE and supports the adoption of this modified chapter. A comment
is inserted in the text below.

Preamble: The following diseases are listed by the OIE according to the criteria for listing an aquatic animal
disease (see Article 1.2.2.).

In case of modifications of this list of aquatic animal diseases adopted by the World Assembly of Delegates, the
new list comes into force on 1 January of the following year.

(-]
Article 1.3.3.
The following diseases of crustaceans are listed by the OIE:

—  Acute hepatopancreatic necrosis disease

EU comment

The EU notes that acute hepatopancreatic necrosis disease is the only crustacean disease
to which the new naming convention of **infection with [disease name]’* has not yet been
proposed. We would be grateful for a confirmation that this is due to the complex and
aethiology of the disease, for which scientific knowledge is evolving, which would make
the disease name (and consequently, the corresponding Aquatic Code chapter title) very
long and prone to possible frequent changes.

- Infection with Aphanomyces astaci (Grayfish crayfish plague) tAphanemyces-astach)
- Infection with Hepatobacter penaei (Neeretising hecrotising hepatopancreatitis)

—  Infection with tfeetious infectious hypodermal and haematopoietic necrosis virus

—  Infection with trfeetious infectious myonecrosis virus

- Infection with Macrobrachium rosenbergii hodavirus (White white tail disease).

- Infection with Taura syndrome virus

- Infection with White white spot syndrome virus disease

— Infection with yellow head virus_genotype 1

Article 1.3.4.

The following diseases of amphibians are listed by the OIE:

Infection with Batrachochytrium dendrobatidis

fection wi ! . I
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— Infection with Ranavirus species spp. Ranavirds

—  Text deleted.
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Annex 6

CHAPTER 4. 3.

DISINFECTION OF AQUACULTURE
ESTABLISHMENTS AND EQUIPMENT

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

Article 4.3.1.
Purpose

To provide recommendations on planning and implementation of disinfection procedures to prevent the
introduction, establishment or spread of pathogenic agents.

Article 4.3.2.
Scope

This chapter describes recommendations for disinfection of aquaculture establishments and equipment during
routine biosecurity activities and for emergency response. Guidance is provided on general principles, planning
and implementation of disinfection activities.

For specific methods of pathogen inactivation refer to the disease-specific chapters in the Aquatic Manual.
Article 4.3.3.
Introduction

Disinfection is employed as a disease management tool in aquaculture establishments as part of a biosecurity
plan. Disinfection is used to prevent entry or exit of target pathogenic agents to or from an aquaculture
establishment or compartment, as well as the spread of pathogenic agents within aquaculture establishments.
Disinfection may be used during emergency disease response to support the maintenance of disease control
zones and for disease eradication (stamping-out procedures) from affected aquaculture establishments. The
specific objective of disinfection will determine the strategy used and how it is applied.

When possible, the spread of pathogenic agents should be prevented by avoiding transmission pathways rather
than attempting to manage them through disinfection. For example, difficult to disinfect items (e.g. gloves, dive
and harvest equipment, ropes and nets) should be dedicated to a specific site rather than moved between
production units or aquaculture establishments after disinfection.

Article 4.3.4.
General principles

Disinfection is a structured process that uses physical and chemical procedures to remove organic material
destroy or inactivate pathogenic agents. The process should include planning and implementation stages that
take into account potential options, efficacy and risks.

The disinfection process may vary depending on whether the overall objective is disease prevention, control or
eradication. Procedures addressing eradication will generally involve destocking of all aquatic animals as well as
disinfection of aquaculture establishments and equipment, whereas disease control aims at limiting the spread of
disease between or within aquaculture establishments. Although different approaches may be used to achieve the
identified objective, the general principles described below should be applied in all cases.

1) The disinfection process should include the following phases:
a) Cleaning and washing

Cleaning and washing of surfaces and equipment is necessary to remove solid waste, organic matter
(including biofouling) and chemical residues as these may reduce the efficacy of disinfectants. is-an

The use of detergent is also important to break down biofilms. H-is-hecessary-to-remove-seolid-waste;

disinfectants: The detergent used should be compatible with the disinfectant and the surface being
treated. After cleaning precedures, any excess water should be drained and before the application of
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2)

3)

4)

disinfectants all surfaces and equipment should be inspected to ensure there is no remaining organic
material.

Where treatment of water is required, the presence of suspended solids may also reduce the efficacy
of some disinfectants. Removal of suspended solids through various processes such as filtration,
sedimentation, coagulation or flocculation should be performed.

Biofilms, often referred to as slime, are a thin film of microorganisms and extracellular polymeric
substances that adhere to surfaces. Biofilms physically protect embedded microorganisms against
disinfectants. In order to achieve effective disinfection, biofilms should be removed during the cleaning
and washing stage prior to the application of disinfectants.

All waste produced should be disposed of in a biosecure manner because it may contain viable
pathogenic agents that have the potential to spread infection if not controlled.

b)  Application of disinfectants

This phase involves the application of chemical compounds or physical processes that are appropriate
to inactivate the pathogenic agent.

The application of disinfectants should take into account the type of material requiring disinfection and
how disinfectants should be applied. Hard non-permeable materials (e.g. polished metal surfaces,
plastics and painted concrete) can be cleaned thoroughly and allow contact with the disinfectant
because there is little opportunity for infective material to lodge in crevices. Disinfection efficacy will
decrease if the surface is corroded, pitted or paint is flaking, therefore se proper maintenance of
surfaces and ef equipment is essential. For permeable surfaces and materials (e.g. woven material,
nets and soil), a higher disinfectant concentration and a longer contact time is required because the
surface area is greater, chemicals cannot penetrate easily and residual organic matter may be present.

The choice of the application method should ensure all surfaces come into contact with the agent for
the required period of time. The application of disinfectants should be undertaken methodically (e.g.
using a grid pattern) to ensure that complete coverage and adequate contact times are achieved. Each
phase should start from the highest point and proceed downwards, commencing from the least
contaminated areas. However for some equipment, rinsing of surfaces with the disinfectant may be
sufficient. When disinfectants are applied to vertical surfaces, care should be taken to ensure that the
required contact time is maintained before the disinfectant drains away. Vertical surfaces may need
retreatment or require the addition of compatible foaming agents to prolong adherence to surfaces.

For pipes and biofilters, complete filling with the disinfectant solution should be done to ensure contact
with all surfaces. Difficult to access and complex areas may require fumigation or use of misting
equipment.

¢) Removal or inactivation of the disinfectant

Removal or inactivation of chemical residues is important to avoid toxicity to aquatic animals, corrosion
of equipment and environmental impacts. Processes that may be employed for the removal or
inactivation of chemical residues may include: rinsing of surfaces, dilution to acceptable levels,
treatment to inactivate chemical agents or, time to allow deactivation or dissipation of the active
compound. These processes may be used in isolation or in combination.

Disinfectants should be used in accordance with relevant legislation. Disinfectants may present risks to the
health of people, aquatic animals and the environment. Chemical disinfectants should be stored, used and
disposed of in accordance with regulations and manufacturer's instructions.

Disinfection should be monitored to ensure appropriate dose of disinfectant and disinfection efficacy.
Depending on the application process and the pathogenic agent of concern, this may be done in different
ways. Examples include measurement of the active agent (e.g. residual chlorine levels), indirect
measurement of the active agent by an indicator process (e.g. monitoring oxygen reduction potential), and
measuring efficacy using indicator bacteria (e.g. heterotrophic bacteria plate counts).

In facilities that have undergone destocking and disinfection, the use of a sentinel population prior to
restocking may be considered. The sentinel population should be susceptible to the pathogen of concern
and exposed to conditions that would be conducive to the expression of clinical disease should viable
pathogen remain.

Aquaculture establishments should keep records of the disinfection processes applied. The records should
be sufficient to allow evaluation of the disinfection plan.
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Annex 6 (contd)

Article 4.3.5.

Planning

A disinfection plan should be developed that incorporates an assessment of the transmission pathways, the type
of material to be disinfected, the pathogenic agents to be inactivated, the health and safety precautions and
control measures required, and the environment in which the process is to be undertaken. The disinfection plan
should be-regularlyreviewed-and include a mechanism for determining efficacy. The disinfection plan should be

regularly reviewed to ensure the disinfection process remains effective and efficient. Any changes to the
disinfection plan should also be documented.

The planning process should assess the critical control points where disinfection will be most effective.
Disinfection priorities should be developed by considering potential pathways for spread of pathogenic agents and
the relative likelihood of contamination. For effective disinfection of facilities containing vectors (e.g. ponds) the
vectors should be excluded, removed or destroyed as part of the disinfection process.

An inventory of all items requiring disinfection should be developed when practical. An assessment should be
made of the materials used in construction, their surface porosity and resistance to chemical damage, and
accessibility for disinfection. Then, the appropriate disinfection method should be decided for each item.

The level of cleaning required prior to disinfection should be assessed for each type of equipment. If heavy soiling
with solids and particulate matter is present, specific attention should be given to the cleaning process and the
resources required. The physical or chemical cleaning process should be compatible with the disinfectant chosen.

Personnel, equipment and materials to be disinfected should be assessed taking into account the type and
number of items to be treated and how waste material will be managed.

The ability to control water flow and water volumes should be considered at the planning stage and will depend on
the enterprise type (recirculation, flow-through and open systems). Water may be disinfected using a variety of
methods as described in Article 4.3.11.

Article 4.3.6.
Disinfection in an emergency response

Disinfection is an essential part of any emergency response to support disease control activities such as
quarantine of affected aquaculture establishments and stamping-out procedures. The conditions associated with
an emergency response require different approaches for disinfection to those used in routine biosecurity. These
conditions include a high level of disease risk (due to the significance of the disease), high pathogen loading,
potential high volumes of infected aquatic animals and waste, large areas requiring disinfection and large volumes
of contaminated water. Planning should consider these circumstances, incorporate an evaluation of risks and
include methods for monitoring efficacy.

In an emergency response it may be preferable to avoid transmission pathways rather than relying on
disinfection. Equipment should not be moved from an infected aquaculture establishment unless effective
disinfection has been achieved. In some circumstances, equipment or material that is difficult to disinfect or has a
high likelihood of contamination may need to be disposed of in a biosecure manner rather than be disinfected.

Article 4.3.7.
Types of disinfectants
Types of disinfectants commonly used in aquaculture include the following:

1. Oxidising agents

The majority of oxidising agents are relatively fast acting and are effective disinfectants for a large range of
micro-organisms. These compounds are inactivated by organic matter and therefore should be used
following an effective cleaning stage. Organic matter consumes oxidising agents and the initial concentration
(loading dose) may drop rapidly, making effective dosing levels (residual dose) difficult to predict. Therefore,
residual dose levels should always be monitored to ensure that they remain above the minimum effective
concentration for the required time period.
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Oxidising agents may be toxic to aquatic animals and therefore should be removed or inactivated.

Common oxidising agents include chlorine compounds, chloramine-T, iodophores, peroxygen compounds,
chlorine dioxide and ozone.

pH modifiers (alkalis and acids)

Modification of pH can be achieved through the use of either alkaline or acidic compounds. Advantages of
using pH maodifiers include the ease of determining their concentrations and that they are not inactivated by

organic matter. Also, they can be used in areas where the aoollcatlon of other effectlve dlsmfectants is _not
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Aldehydes

Aldehydes act by denaturing protein. Two aldehyde compounds that may be used during decontamination of
aquaculture establishments are formaldehyde and glutaraldehyde. They are highly effective against a wide
range of organisms but require long exposure times. Aldehydes maintain their activity in the presence of
organic matter and are only mildly corrosive. Glutaraldehyde is used in the liquid form as a cold sterilant,
particularly for heat-sensitive equipment. Formaldehyde may be used as a mist or a gas for fumigation.

Biguanides

Of the many biguanides available, chlorhexidine is the most commonly used. However they are not effective
in hard or alkaline water and are less effective against many pathogenic agents compared to other groups of
disinfectants. These compounds are comparatively non-corrosive and relatively safe, thus they are
commonly used in the disinfection of skin surfaces and delicate equipment.

Quaternary ammonium compounds (QACSs)

The biocidal efficacy of QACs is variable and selective. They are effective against some vegetative bacteria
and some fungi, but not all viruses. QACs are most active against gram-positive bacteria; action against
gram-negative bacteria is slow, with some strains showing resistance. These compounds are not effective
against spores. The advantages of QACs are that they are noncorrosive and have wetting properties that
enhance contact with surfaces. QACs may be toxic to aquatic animals and should be removed from surfaces
following disinfection procedures.

Ultraviolet (UV) irradiation

UV irradiation is a viable option for the treatment of water entering or leaving aquaculture establishments
where there is some control of water flows in recirculation or flow-through systems. UV irradiation should be
used following effective filtration because suspended solids reduce UV transmission and the effectiveness of
this method.

Heat treatment

Susceptibility of pathogenic agents to heat treatment varies significantly. Fherefore-the-characteristics-of-the
target-pathogenic—agent-sheuld-be-taken—into—censideration- Under most conditions, moist heat is more

effective than dry heat.
Desiccation

Desiccation may be an effective disinfectant for susceptible pathogenic agents and may be used in
circumstances where other disinfection methods are impractical or as an ancillary method to other
disinfection methods.

Desiccation can be considered to be a disinfection method if complete drying of the item is achieved
because the absence of water will kill many pathogenic agents. However, moisture content may be difficult
to monitor in some circumstances. The effectiveness will vary depending on environmental conditions such
as temperature and humidity.
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9. Combined disinfection methods

Combined disinfection methods should be considered wherever they are synergistic and provide a higher
assurance of effective pathogenic agent inactivation. Some examples include:

— direct sunlight and desiccation as a combined disinfection method provides three potential disinfection
actions, i.e. UV irradiation, heating and desiccation. It has no operational cost and may be used
subsequent to other methods;

— ozone and UV irradiation are often combined in series as they provide back-up systems and different
modes of action. UV irradiation also has the advantage of removing ozone residues from treated water.

Antagonistic effects may occur when chemical agents or detergents are combined.
Article 4.3.8.

Selection of a disinfectant

The disinfectant should be selected considering the following:

—  efficacy against the pathogenic agents;

— effective concentration and exposure time;

—  ability to measure efficacy;

- nature of the items to be disinfected and the potential for them to be damaged;

—  compatibility with the available water type (e.g. fresh water, hard water or seawater);
—  availability of the disinfectant and equipment;

—  ease of application;

— the ability to remove organic matter;
—  cost;
—  impacts of residues on aquatic animals and the environment; and
—  user safety.

Article 4.3.9.
Types of aquaculture establishments and equipment

Aquaculture establishments and equipment differ widely in their characteristics. This section presents some
considerations for effective disinfection of different types of aquaculture establishments and equipment.

1. Ponds

Ponds are generally large and may be earthen based or be fitted with plastic liners. These characteristics
together with the large volumes of water make cleaning prior to decontamination difficult and high organic
loads may affect many chemical disinfectants. Ponds should be drained of water and have as much organic
matter as possible removed prior to disinfection. Water All water and organic matter should be disinfected or
disposed of in a biosecure manner. Earthen ponds should be dried thoroughly and lime compounds applied
to raise pH and aid the inactivation of pathogenic agents. Scraping, ploughing or tifing tilling of the base of
unlined ponds will also aid in incorporation of liming compounds and drying.
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Tanks

Tank construction material (e.g. fibreglass, concrete or plastic) will determine the type of disinfection method
used. Bare concrete tanks are susceptible to corrosion by acids and potential damage by high pressure
sprayers. They are also porous and therefore require longer application of chemicals to ensure disinfection.
Plastic, painted and fibreglass tanks are more easily disinfected because they have smooth, non-porous
surfaces that facilitate thorough cleaning and are resistant to most chemicals.

Tanks should be drained of water and have as much organic matter as possible removed prior to
disinfection. Water and organic matter should be disinfected or disposed of in a biosecure manner. Tank
equipment should be removed for separate cleaning and disinfection, and all organic waste and debris
removed. Tank surfaces should be washed using high-pressure sprayers or mechanical scrubbing with
detergent to remove fouling such as algae and biofilms. Heated water may be used to enhance the cleaning
process. Ary-exeess-water-should-be-drained-befoere Before application of disinfectants any excess cleaning
water should be drained and disinfected or disposed of in a biosecure manner.

When disinfectants are applied to vertical surfaces, care should be taken to ensure that adequate contact
time is maintained before the disinfectant is drained. Following disinfection, tanks should be rinsed to
remove all residues and allowed to dry completely.

Pipes

Disinfection of pipes may be difficult due to lack of access. Pipe construction material should be taken into
consideration when selecting the disinfection method.

Pipes can be cleaned eﬁeetwely through the use of alkaline or acid solutions, or foam projectile pipe

cleaning systems. Effeetive For cleaning to be effective, disinfection-in-pipesrequires-the-remeoval-of-biofilms
must be removed followed by flushing of the resulting particulate matter and thorough rinsing.

Once pipes are cleaned, chemical disinfectants or circulation of heated water can be used. All steps require
pipes to be fully filled so that internal surfaces are treated.

Cage nets and other fibrous materials

Nets used in cage culture are often large, difficult to handle, have significant levels of biofouling and are
usually made from fibrous materials that trap organic matter and moisture. Nets should be dedicated to a
single aquaculture establishment or area because they have a high likelihood of contamination and may be
difficult to disinfect.

Once the net has been removed from the water, it should be transferred directly to the net washing site. Nets
should be thoroughly cleaned prior to disinfection to remove organic matter and aid in the penetration of
chemical disinfectants. Cleaning of nets is best achieved by first removing gross biofouling and then washing
with a detergent solution. Water and organic matter shoul i fin a bi re manner

Following cleaning, nets may be disinfected by complete immersion in chemical disinfectants or heated
water. Treatment duratlon should be suff|0|ent to aIIow penetratlon into net material. Fhe-treatment-method
- ment may hav rimental
impact upon the strength of nets. This must be con5|dered when deC|d|ng upon the treatment method to be

applied to ensure net integrity is not compromised. Following disinfection, nets should be dried before
storage. If rolled nets are not completely dry they will retain moisture which may enhance survival of the

pathogenic agent.

Other fibrous materials such as wood, ropes and dip nets have characteristics similar to cage nets and they
require special consideration. Wherever possible, it is recommended that equipment is site specific if it
includes fibrous material.

Vehicles

The likelihood of vehicle contamination will be determined by their use, e.g. transportation of mortalities, live
aquatic animals, harvested aquatic animals. All potentially contaminated internal and external surfaces
should be disinfected. Special consideration should be given to areas likely to be contaminated such as the
internal surface of containers, pipes, transportation water and waste. The application of corrosive
disinfectants to vehicles should be avoided or if used, corrosive residues removed following disinfection by
thorough rinsing. Oxidative compounds such as chlorines are the most commonly used disinfectants for
vehicles.
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hould be regularl¥ removed from decks and work areas.

As part of the disinfection planning process, an assessment should be made to identify areas likely to be
contaminated such as in and around machinery, holding tanks, bilges and pipes. All loose equipment should

be removed, and cleaned and disinfected separately from priorte disinfection of the boat. Additional
procedures shguld be develgged for well- boats because of their Qgtential to transfer Qathogenlc agent

hr refer Ar||4 11

Where possible, boats should be placed on land or dry-docked for disinfection in order to limit waste water

entering the aquatic environment and to allow access to hull and niche areas. Biofouling organisms, that
may act as vectors, and fomites should be removed.

Where boats cannot be removed to land ry-dock a_disinfection _method shoul e chosen that
minimises the dlscharge of toxic chemlcals |ntg the aguatlc environment. Dlver§ shguld |nsgect and clean

Fumrgatron mag also be consrdered for Iarge areas if they can be adeguateu gggledz

6. Buildings

Aguaculture establishments include buildings for culture, harvesting and processing of aquatic animals, and
other buildings associated with storage of feed and equipment.

The approach to disinfection may vary depending on the structure of the building and degree of contact with
contaminated material and equipment.

Buildings should be designed to allow effective cleaning and thorough application of disinfectants to all
internal surfaces. Some buildings will contain complex piping, machinery and tank systems that may be
difficult to disinfect. Wherever possible, buildings should be cleared of debris and emptied of equipment,
prior to disinfection.

Misting or foaming agents are options for disinfection of complex areas and vertical surfaces. Fumigation
can be considered for large or difficult to access areas if buildings can be adequately sealed.

7. Containers

Containers range from simple plastic bins used to transport harvested aquatic animal products or dead
aquatic animals through to complex tank systems used for the transport of live aquatic animals.

Containers are generally manufactured using smooth non-porous material (ke- e.g. plastic, stainless steel)
which can be easily disinfected. They should be considered high risk items because they are in close
contact with aquatic animals or their products (e.g. blood, diseased aquatic animals). In addition the need to
move them between locations makes them potential fomites for the spread of pathogenic agents. In the case
of transport of live aquatic animals, containers may also have pipes and pumping systems and confined
spaces that should also be disinfected.

All water should be drained from the container and any aquatic animals, faecal matter and other organic
material removed by flushing with clean water and disposed of in a biosecure manner. All pipes and
associated pumps should also be inspected and flushed. Containers should then be washed using
appropriate chemical detergents combined with high-pressure water cleaners or mechanical scrubbing.

All internal and external surfaces of containers should be treated using an appropriate disinfection method.
They should then be rinsed and inspected to ensure there are no organic residues and stored in a manner
that allows them to drain and dry quickly.
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9.8. Biofilters

Biofilters associated with closed or semi-closed production systems are an important control point for
disease. Biofilters are designed to maintain a colony of beneficial bacteria used to enhance water quality.
The conditions that support these bacteria may also enhance survival of some pathogenic agents should
they be present. It is normally not possible to disinfect biofilters without also destroying beneficial bacteria.
Therefore potential water quality issues should be taken into account when planning strategies for
disinfection of biofilters.

When disinfecting biofilters and their substrates, the system should be drained, organic residues removed
and surfaces cleaned. Disinfection of biofilter systems can be undertaken by modifying water pH levels
(using either acid or alkaline solutions). Where this is undertaken, the pH levels must be sufficient to
inactivate the pathogenic agent, but should not be corrosive to pumps and equipment within the biofilter
system. Alternatively, the biofilter can be completely dismantled, including removal of biofilter substrate, and
the components cleaned and disinfectants applied separately. In the case of emergency disease response,
the latter procedure is recommended. The biofilter substrate should be replaced if it cannot be effectively
disinfected. Biofilter systems should be thoroughly rinsed before re-stocking.

106:9. Husbandry and harvesting equipment

Aguaculture establishments will normally have a range of husbandry and harvesting equipment items that
come into close contact with aquatic animals and have potential to act as fomites. Examples include
graders, automatic vaccinators and fish pumps.

The general principles described in Article 4.3.4. should be applied to disinfection of husbandry and
harvesting equipment. Each item should be examined to identify areas that come into close contact with
aquatic animals and where organic material accumulates. If required, equipment should be dismantled to
allow adequate cleaning and application of disinfectants.

Article 4.3.10.
Personal equipment

Disinfection of personal equipment should consider the likelih n ree level of contamination associated
with previous use. Where possible, personal equipment should be site specific to avoid the need for regular
disinfection.

Equipment should be chosen which is non-absorbent and easy to clean. All staff entering a production area
should use protective clothing that is clean and uncontaminated. On entry and exit of production areas boots
should be cleaned and disinfected. When footbaths are used they should incorporate a cleaning procedure to
remove accumulations of organic material and mud, be sufficiently deep to cover boots, use a disinfectant
solution that is not inactivated by organic matter and be regularly refreshed with a new solution.

Highly—contaminated Contaminated Some types of personal equipment such as dive equipment may require

reguires special attention because they are difficult to disinfect, may be moved from site to site and are is-often
prone to chemical corrosion. Frequent rinsing of equipment will assist in reducing build-up of organic matter and

make disinfection more efficient. Equipment should be allowed to dry thoroughly to ensure that moist
microenvironments that may harbour pathogenic agents are minimised.
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Article 4.3.11.

Disinfection of water

Agquaculture establishments may need to disinfect intake and effluent water to eliminate pathogenic agents. The
most appropriate disinfection method will differ depending on the disinfection objective and the characteristics of
the water to be disinfected.

Exclusion of aquatic animals and removal of suspended solids from the water to be treated are essential prior to
the application of disinfectants. Pathogens are known to adhere to organic and inorganic matter and removal of
suspended solids can significantly reduce loading of pathogenic agents in water. Removal of suspended solids
can be achieved by filtration or settlement of suspended material. The most suitable filtration system will depend
on the initial quality of water, volumes to be filtered, capital and operating costs and reliability.

Physical (e.g. UV irradiation) and chemical (e.g. ozone, chlorine and chlorine dioxide) disinfectants are commonly
used to disinfect water. Suspended solids should be removed prior to the application of these disinfectants
because organic matter may inhibit oxidative disinfection processes and suspended solids inhibit UV transmissien

transmittance, reducing the and-reduece-efficacy of UV irradiation-by-shielding-pathegenic-agents. A combination
of methods may be beneficial where they are synergistic or where a level of redundancy is required.

It is essential to monitor the efficacy of water disinfection. This can be achieved by direct testing for pathogenic
agents of concern, indirect monitoring of indicator organisms or monitoring of residual levels of disinfectants.

Management of chemical residues is important to avoid toxic effects on aquatic animals. For example, residuals
formed between ozone and seawater such as bromide compounds are toxic to early life stages of aquatic animals
and may be removed using charcoal filtration. Residual chlorine should be removed from water by chemical
deactivation or off gassing.

—  Text deleted.
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CHAPTER 4.4.

RECOMMENDATIONS FOR
SURFACE DISINFECTION OF SALMONID EGGS

EU position
The EU supports the adoption of this modified chapter.

Article 4.4.1.
Introduction

The practice of disinfecting salmonid eggs at hatcheries is an essential part of ensuring that endemic diseases
pathogenic agents are not transferred between incubators and between facilities and forms a part of routine
hatchery hygiene protocols. The disinfection process is also important for international trade in when-trading
salmonid eggs between countries, zones or compartments cempartments,—zonres—or—ceudntries to prevent the
transfer of some pathogenic agents. Although generally effective for disinfection of the egg surface and
reproductive fluids, the use of disinfectants will not prevent vertical transmission.

Salmonid eggs may be disinfected with a number of chemical agents. However, the most common method used
is disinfection with the iodine-based product, povidine-iodine.

lodophores, commonly povidone-iodine solutions, have the advantage of providing a neutral pH, being non-irritant
and are relatively non-toxic. The neutral pH is important for minimising toxicity and ensuring efficacy. It is
recommended to follow manufacturer's instructions to identify circumstances where pH may be a concern. If other
iodine-based agents are used for disinfection it is essential that they be adequately buffered.

Article 4.4.2.
Disinfection protocol for salmonid eggs
This disinfection protocol may be applied to newly fertilised or eyed salmonid eggs. However newly fertilised eggs
should be allowed to commence hardening prior to undergoing the disinfection protocol. Although there is a
considerable margin of safety for hardened eggs, the disinfection protocol is not recommended for unfertilised ova
or during fertilisation. It is essential that the pH of the iodophore solution is maintained between 6 and 8.

To disinfect salmonid eggs the following protocol should be applied:

1) rinsed in pathogen free 0.9% to 1.1% pathegen-free saline (30—60 seconds) to remove organic matter; then

2) immersed in & an iodophore solution containing 100 ppm available iodine for a minimum of 10 minutes. The
iodophore selution concentration should be monitored to ensure effective levels are maintained used-enly
enee. The ratio of eggs to iodophore solution should be a minimum maximum of 1:4; then

3) rinsed again in pathogen-free 0.9% to 1.1% pathogen-free saline for 30-60 seconds; then
4)  held hold in pathogen-free water.

All rinsing and disinfection solutions should be prepared using pathogen free water. lodophore solutions may be
buffered using sodium bicarbonate (NaHCOs3) if the pH is low.
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CHAPTER 5.1.

GENERAL OBLIGATIONS RELATED TO
CERTIFICATION

‘ EU position

\ The EU supports the adoption of this modified chapter.

[..]

Article 5.1.4.

Responsibilities in case of an incident related to importation

1

2)

34)

International trade involves a continuing ethical responsibility. Therefore, if within a reasonable period
subsequent to an export taking place, the Competent Authority becomes aware of the appearance or
reappearance of a disease that has been specifically included in the international aquatic animal health
certificate or other disease of potential epidemiological importance to the importing country there is an
obligation for the Competent Authority to notify the importing country, so that the imported commodities may
be inspected or tested and appropriate action be taken to limit the spread of the disease should it have been
inadvertently introduced.

If a disease appears in aquatic animals ir—an—imperting—ceuntry and is associated with importation of
commodities, the Competent Authority of the exporting country should be informed. This will enable the
exporting country to investigate as this may be the first available information on the occurrence of the
disease in a previously free aquatic animal population. The Competent Authority of the-experting—country
should-inferm-the importing country should be informed of the result of the investigation because further
action may be required if the source of the infection did not originate in the exporting country.

In case of suspicion, on reasonable grounds, that an international aquatic animal health certificate may be
fraudulent, the Competent Authorities of the importing country and exporting country should conduct an
investigation. Consideration should also be given to notifying any third country that may have been
implicated. All associated consignments should be kept under official control, pending the outcome of the
investigation. Competent Authorities of all countries involved should fully cooperate with the investigation. If
the international aquatic animal health certificate is found to be fraudulent, every effort should be made to
identify those responsible so that appropriate action can be taken in accordance with the relevant legislation.

Text deleted.
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CHAPTER 9.1

INFECTION WITH APHANOMYCES ASTACI
(CRAYFISH PLAGUE)

‘ EU position
\ The EU thanks the OIE and supports the adoption of this modified chapter.

Article 9.1.1.

For the purposes of the Aquatic Code, infection with Aphanomyces astaci erayfish-plagye means infection with
the pathogenic aqent Aphanomyces astaci Sehikera:, Fhis-erganism-is-a-member-of
of the Eamil Phylum Class Oomycota water moulds) (the—@emyeeﬂda) The disease |s

commonly kngwn g§ g gxf@h plague. €
Manuak

Information on methods for diagnosis is provided in the Aquatic Manual.

Article 9.1.2.
Scope

The recommendations in this chapter apply to all species of crayfish in all three crayfish families (Cambaridae,
Astacidae and Parastacidae). These recommendations also apply to any other susceptible species referred to in
the Aquatic Manual when traded internationally.

Article 9.1.3.

Importation or transit of agquatie —animals—and—or aquatic animal products for any
purpose regardless of the infection with A. astaci status of the exporting country, exportlng country[
zone or compartment ii y ZOon i ii ©
erayfish-plague

1) Competent Authorities should not require any conditions related to infection-with A. astaci erayfish-plague,
regardless of the infection with A. astaci erayfish—plague status of the exporting country, zone or
compartment, when authorising the importation or transit of the following aquatic animal products derived
from ef a the species referred to in Article 9.1.2., which are intended for any purpose and whiek comply with
Article 5.4.1.:

a) heat sterilised hermetically sealed crayfish products (i.e. a heat treatment at 121°C for at least
3.6 minutes or any time/temperature equivalent that has been demonstrated to inactivate A. astaci);

b) cooked crayfish products that have been subjected to heat treatment at 100°C for at least one minute
(or any time/temperature equivalent whieh that has been demonstrated to inactivate A. astaci);

c) pasteurised crayfish products that have been subjected to heat treatment at 90°C for at least
ten minutes (or any time/temperature equivalent whieh that has been demonstrated to inactivate
A. astaci);

d) frozen crayfish products that have been subjected to minus 20°C or lower temperatures for at least
72 hours;

e) crayfish oil;
f)  crayfish meal;

g) chemically extracted chitin.
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2)  When authorising the importation or transit of aguatic-animals—and eraquatic animal products derived from
of a species referred to in Article 9.1.2., other than those referred to in point 1 of Article 9.1.3., Competent
Authorities should require the conditions prescribed in Articles 9.1.7. to 9.1.11. relevant to the infection with
A. astaci erayfish-plague status of the exporting country, zone or compartment.

3) When considering the importation or transit of aguatic-animals-and ef aquatic animal products derived from
of a species not referred to eevered in Article 9.1.2. but which could reasonably be expected to pose a risk
of transmission spread of A. astaci erayfish-plague, the Competent Authority should conduct a risk analysis
in accordance with the recommendations in Chapter 2.1. The Competent Authority of the exporting country
should be informed of the outcome of this analysis assessment.

Article 9.1.4.
Country free from infection with A. astaci erayfish—plague

If a country shares a zone with one or more other countries, it can only make a self-declaration of freedom from
infection with A. astaci erayfish-plague if all the areas covered by the shared water bodies are declared countries
or zones free from infection with A. astaci erayfish-plague (see Article 9.1.5.).

As described in Article 1.4.6., a country may make a self-declaration of freedom from infection with A. astaci

erayfish-plague if:

1) none of the susceptible species referred to in Article 9.1.2. are present and basic biosecurity conditions have
been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.1.2. are present and the following conditions have been
met:

a) there has been no ebserved occurrence of the-disease infection with A. astaci for at least the last
25 years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last ten years;
OR

3) the disease infection with A. astaci status prior to targeted surveillance is unknown but the following
conditions have been met:

a) Dbasic biosecurity conditions have been continuously met for at least the last five years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last five years
without detection of A. astaci erayfish-plague;

OR

4) it previously made a self-declaration of freedom from infection with A. astaci erayfish—plague and
subsequently lost its disease free status due to the detection of infection-with A. astaci erayfish-plague but
the following conditions have been met:

a) on detection of the disease-A. astaci, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-erremoved-from within the infected zone have been killed
and disposed of by means that minimise the risk likelihood of further transmission spread-of infection
with A. astaci the-disease, and the appropriate disinfection procedures (as described in Chapter 4.3.)
have been completed; and
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c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with A. astaci the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last five years
without detection of infection-with A. astaci erayfish-plague.

In the meantime, part or all of the unaffected non-affected area may be declared a free zone provided that such a
part meets the conditions in point 3 of Article 9.1.5.

Article 9.1.5.
Zone or compartment free from infection with A. astaci erayfishplague

If a zone or compartment extends over more than one country, it can only be declared a zone or compartment
free from jnfection with A. astaci erayfish-plague if all the relevant Competent Authorities confirm that all relevant
conditions have been met.

As described in Article 1.4.6., a zone or compartment within the territory of one or more countries not declared
free from jnfection with A. astaci erayfish-plagte may be declared free by the Competent Authorityfies) of the
country{ies) concerned if:

1) none of the susceptible species referred to in Article 9.1.2. are present in the zone or compartment and
basic biosecurity conditions have been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.1.2. are present in the zone or compartment and the
following conditions have been met:

a) there has not been any ebserved occurrence of infection with A. astaci the disease for at least the last
25 years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last 10 years;
OR

3) the disease infection with A. astaci status prior to targeted surveillance is unknown but the following
conditions have been met:

a) basic biosecurity conditions have been continuously met for at least the last five years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place, in the zone or compartment, for
at least the last five years without detection of A. astaci erayfish-plague;

OR

4) it previously made a self-declaration of freedom for a zone from infection with A. astaci erayfish-plague and
subsequently lost its disease free status due to the detection of A, astaci erayfish-plagde in the zone but the
following conditions have been met:

a) on detection of A. astaci the-disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-erremoved-from within the infected zone have been killed
and disposed of by means that minimise the fisk likelihood of further transmission spread of A. astaci
the-disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and
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c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with A. astaci the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last five years
without detection of A. astaci erayfish-plague.

Article 9.1.6.

Maintenance of free status

A country, zone or compartment that is declared free from infection with A. astaci erayfish-plague following the
provisions of points 1 or 2 of Articles 9.1.4. or 9.1.5. (as relevant) may maintain its status as free from infection
with A. astaci erayfish-plague provided that basic biosecurity conditions are continuously maintained.

A country, zone or compartment that is declared free from infection with A. astaci erayfish-plague following the
provisions of point 3 of Articles 9.1.4. or 9.1.5. (as relevant) may discontinue targeted surveillance and maintain
its free status asfreefrom-erayfish-plague provided that conditions that are conducive to clinical expression of
infection with A. astaci erayfish-plague, as described in the corresponding chapter of the Aquatic Manual, exist,
and basic biosecurity conditions are continuously maintained.

However, for declared free zones or compartments in infected countries and in all cases where conditions are not
conducive to clinical expression of infection with A. astaci erayfish-plague, targeted surveillance should needs-to
be continued at a level determined by the Aquatic Animal Health Service on the basis of the likelihood of infection.

Article 9.1.7.

Importation of aquatic animals and or aquatic animal products from a country, zone
or compartment declared free from infection with A. astaci erayfishplague

When importing aquatic animals of a species referred to in Article 9.1.2.and, or aquatic animal products derived
thereof, from a country, zone or compartment declared free from infection with A. astaci crayfish-plague, the
Competent Authority of the importing country should require that the consignment be accompanied by an
international aquatic animal health certificate issued by the Competent Authority of the exporting country or a
certifying official approved by the importing country._The international aquatic animal health certificate should
state eertifying that, on the basis of the procedures described in Articles 9.1.4. or 9.1.5. (as applicable) and 9.1.6.,
the place of production of the aquatic animals and or aquatic animal products is a country, zone or compartment
declared free from infection with A, astaci erayfish-plague.

The cettificate international ic animal health certifi should be in accordance with the Model Certificate in
Chapter 5.11.

This Article does not apply to eemmedities aquatic animal products listed in point 1 of Article 9.1.3.
Article 9.1.8.

Importation of aquatic animals for aquaculture from a country, zone or compartment
not declared free from infection with A. astaci

4  When importing, for aguaculture, lve aquatic animals of a species referred to in Article 9.1.2. from a country,
zone or compartment not declared free from jnfection with A. astaci—erayfish—plague, the Competent
Authority of the importing country should assess the risk

and,-if-justified, apply the following risk-mitigation
measures—in accordance with Chapter 2.1. and consider the risk mitigation measures in points 2}1 and 3} 2

elow.

S

12) If the intention is to grow out and harvest the aquatic animals, consider applying the following:

a) the direct delivery to and lifelong holding of the aquatic animals in a quarantine facility; eensignmentin
biesecure-facilitiesfor-continuous-isolation-from-the-local-envirenment; and
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the treatment of transport water, equipment, used-in-transpert-and-of-all-effluent and waste materials in
a-mannerthat-ensures-inactivation-of to inactivate A. astaci in rdance with Ch rs 4.3., 4.7 an
5.5

5

2) 3} If the intention is to establish a new stock for aguaculture, consider applying the following. Ferthepurpeses

r el 2 2 Fr o2

S22

aval A ode na ode 7\ ala faYald

In the exporting country:

)  identify potential source populations and evaluate their aquatic animal health records;

i) test source populations in accordance with Chapter d select a founder population (F-0) of
aquatic animals with a high health status for infection with A. astaci.

import the F- lation in rantine f

=

ii) testthe F-0 population for A. astaci in accordance with Chapter 1.4. to determine their suitability
as broodstock;

i produce a first generation (F-1) population in quarantine;

iv) culture F-1 population in guarantine under conditions that are conducive to the clinical expression
of infection with A. astaci (as described in Chapter 2.2.1. of the Aquatic Manual) and test for A.
astaci in accordance with Chapter 1.4.;

v) if A astaciis not detected in the F-1 population, it may be defined as free from infection with A.
astaci and may be released from gquarantine;

vi) if A astaci is in the F-1 population, those animals should not be released from
uarantine should be killed and disposed of in a biosecure manner.
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Article 9.1.9.

Importation of aquatic animals anrd or aquatic animal products for processing for
human consumption from a country, zone or compartment not declared free from

infection with A. astaci erayfish plague

When importing, for processing for human consumption, aquatic animals of a species referred to in
Article 9.1.2.and, or aquatic animal products derived thereof, from a country, zone or compartment not declared
free from infection with A. astaci erayfish-plague, the Competent Authority of the importing country should assess
the risk and, if justified, require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities until precessing
processed into one of the products referred to in point 1 of Article 9.1.3.; or preducts-deseribed in point 1 of
Article 9.1.11., or other products authorised by the Competent Authority; and

2) all containers and water used in transport and-all-effluentand-waste—materialsfrom-the-processing are
treated ina-mannerthat-ensdres to ensure inactivation of A. astaci or is disposed of in a biosecure manner

in accordance with Chapters 4.3., 4.7. and 5.5. that prevents-contactof-waste-with-susceptiblespecies; and

3) all processing effluent and waste materials are treated to ensure inactivation of A. astaci or disposed of in a
biosecure manner in accordance with Chapters 4.3 and 4.7.

For these aquatic animals or aquatic animal products eemmedities Member Countries may wish to consider

introducing internal measures to address the risks associated with the aguatic animals or aquatic animal products
eemmeodity being used for any purpose other than for human consumption.

Article 9.1.10.

Importation of ZI}ive aquatic animals or aquatic animal products intended for wuse
uses other than human consumption including ir animal feed, or for agricultural,
industrial, research or pharmaceutical use, from a country, zone or compartment not
declared free from infection with A. astaci erayfish-plague

When importing, for use in animal feed or for agricultural, industrial, research or pharmaceutical use, live aquatic
animals of a species referred to in Article 9.1.2.and, or aquatic animal products derived thereof, of from a
country, zone or compartment not declared free from infection with A. astaci erayfish—plague, the Competent
Authority of the importing country should require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities—fer-slaughterand

until processed processing into one of the products referred to in point 1 of Article 9.1.3. or other products
authorised by the Competent Authority; and

2) all containers and water used in transport and—au—eﬁluent—and—waste—mate#ms—frem—the—preeessmg are

treated in-a-manner that IQ ensure ensures mactlvatlon of A. astaci-_or disposed of in a biosecure manner in
I with Ch 43..4.7. ..an

3) all processing effluent and waste materials are treated to ensure inactivation of A. astaci or disposed of in a
biosecure manner in accordance with Chapters 4.3 and 4.7.
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Article 9.1.11.

Importation (or transit) of agquatieanimalsand-aquatic animal products for retail
trade for human consumption freom—a—country,zone—or compartment not—declaredfree
froem regardless of the infection with A. astaci erayfish—plague status of the
exporting country, zone or compartment

1) Competent Authorities should not require any conditions related to infection-with A. astaci erayfish-plague,
regardless of the infection with A. astaci erayfish—plague status of the exporting country, zone or
compartment, when authorising the importation (or transit) of the following eemmedities aquatic animal
products whieh that have been prepared and packaged for retail trade and whieh-comply with Article 5.4.2.:

—  no eommedities aguatic animal products listed.

2)  When importing agquatic-animals-er aquatic animal products, other than those referred to in point 1 above, of
derived from a of species referred to in Article 9.1.2. from a country, zone or compartment not declared free
from infection with A. astaci erayfish-plague, the Competent Authority of the importing country should assess
the risk and apply appropriate risk mitigation measures.

—  Text deleted.
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CHAPTER 9.2

INFECTION WITH
YELLOW HEAD VIRUS GENOTYPE 1

EU position
The EU supports the adoption of this modified chapter.

Article 9.2.1.

For the purposes of the Aquatic Code, infection with yellow head virus genotype 1 means infection with the
pathogenic agent yeIIow head virus genotype 1 (YHV1) of the Genus Okawrus Famll;g Ronlvmdae, Order
idoviral iy Ronivirid lidov )

Information on methods for diagnosis are is provided in the Aquatic Manual.

Article 9.2.2.
Scope

The recommendations in this chapter apply to the following suseeptib#e species whieh that meet the criteria for
listing speetes as susceptible in accordance with Chapter 1.5.: Ji hrimp (Metapenaeus affinis), giant tiger
prawn (Penaeus monodon), dagger blade grass shrlmo (Palaemonetes pugio), blue shrlmo (Penaeus stylirostris)

nd whi I hr|m Pen

Article 9.2.3.

Importation or transit of agquatie —animals—and-—or aquatic animal products for any
purpose regardless of the infection with YHV1 status of the exporting country, zone

or compartment

1) Competent Authorities should not require any conditions related to infeetion—with YHV1, regardless of the
infection with YHV1 status of the exporting country, zone or compartment, when authorising the importation
or transit of the following aquatic animal products derived from eof a the species referred to in Article 9.2.2.,
which are intended for any purpose and whieh comply with Article 5.4.1.:

a) heat sterilised hermetically sealed crustacean products (i.e. a heat treatment at 121°C for at least

3.6 minutes or any time/temperature equivalent that h n demonstr. inactivate YHV1);

b)  cooked crustacean products that have been subjected to heat treatment at 60°C for at least 15 minutes
(or any time/temperature equivalent which that has been demonstrated to inactivate YHV1);

c) pasteurised crustacean products that have been subjected to heat treatment at 90°C for at least
ten minutes (or any time/temperature equivalent which that has been demonstrated to inactivate
YHV1);

d) crustacean oil;

e) crustacean meal;

f)  chemically extracted chitin.

2)  When authorising the importation or transit of aguaticanimals—and-er aquatic animal products derived from
of a species referred to in Article 9.2.2., other than those referred to in point 1 of Article 9.2.3., Competent
Authorities should require the conditions prescribed in Articles 9.2.7. to 9.2.11. relevant to the infection with
YHV1 status of the exporting country, zone or compartment.
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3)

When considering the importation or transit of aguatic-animals-ang-ef aquatic animal products derived from
of a species not referred to eevered in Article 9.2.2. but which could reasonably be expected to pose a risk
of transmission of infection—with—YHV1, the Competent Authority should conduct a risk analysis in
accordance with the recommendations in Chapter 2.1. The Competent Authority of the exporting country
should be informed of the outcome of this analysis assessment.

Article 9.2.4.

Country free from infection with yellow head virus genotype 1

If a country shares a zone with one or more other countries, it can only make a self-declaration of freedom from
infection with YHV1 if all the areas covered by the shared water bodies are declared countries or zones free from
infection with YHV1 (see Article 9.2.5.).

As described in Article 1.4.6., a country may make a self-declaration of freedom from infection with YHV1 if:

1

OR

2)

OR

3)

OR

4)

none of the susceptible species referred to in Article 9.2.2. are present and basic biosecurity conditions have
been continuously met for at least the last two years;

any of the susceptible species referred to in Article 9.2.2. are present and the following conditions have been
met:

a) there has been no ebserved occurrence of the—disease infection with YHV1 for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;

the disease infection with YHV1 status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of infection-with YHV1;

it previously made a self-declaration of freedom from infection with YHV1 and subsequently lost its disease
free status due to the detection of infeetion with YHV1 but the following conditions have been met:

a) on detection of YHV1 the-disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have—been—elestreyed—er—remeved—frem within the infected zone have been killed
and disposed of by means that minimise the likelihood of further transmission spread-of YHV1 the
disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with YHV1 the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of infeetion-with YHV1.
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In the meantime, part or all of the unaffected nen-affected area may be declared a free zone provided that such a
part meets the conditions in point 3 of Article 9.2.5.
Article 9.2.5.
Zone or compartment free from infection with yellow head virus genotype 1

If a zone or compartment extends over more than one country, it can only be declared a zone or compartment
free from infection with YHV1 if all the relevant Competent Authorities confirm that all relevant conditions have
been met.

As described in Article 1.4.6., a zone or compartment within the territory of one or more countries not declared
free from infection with YHV1 may be declared free by the Competent Authority of the country concerned if:

1) none of the susceptible species referred to in Article 9.2.2. are present in the zone or compartment and
basic biosecurity conditions have been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.2.2. are present in the zone or compartment and the
following conditions have been met:

a) there has not been any ebserved occurrence of infection with YHV1 the-disease for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease infection with YHV1 status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place, in the zone or compartment, for
at least the last two years without detection of infection-with YHV1,;

OR

4) it previously made a self-declaration of freedom for a zone from infection with YHV1 fer—a—=zene and
subsequently lost its disease free status due to the detection of infection-with YHV1 in the zone but the
following conditions have been met:

a) on detection of YHV1 the-disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-erremoved-from within the infected zone have been killed
and disposed of by means that minimise the likelihood of further transmission spread-of YHV1 the
disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with YHV1 the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of infeetion-with YHV1.
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Article 9.2.6.

Maintenance of free status

A country, zone or compartment that is declared free from infection with YHV1 following the provisions of points 1
or 2 of Articles 9.2.4. or 9.2.5. (as relevant) may maintain its status as free from infection with YHV1 provided that
basic biosecurity conditions are continuously maintained.

A country, zone or compartment that is declared free from infection with YHV1 following the provisions of point 3
of Articles 9.2.4. or 9.2.5. (as relevant) may discontinue targeted surveillance and maintain its free status as-free
from-infection-with-YH\V1-provided that conditions that are conducive to clinical expression of infection with YHV1,
as described in the corresponding chapter of the Aquatic Manual, exist; and basic biosecurity conditions are
continuously maintained.

However, for declared free zones or compartments in infected countries and in all cases where conditions are not
conducive to clinical expression of infection with YHV1, targeted surveillance should reeds-te be continued at a
level determined by the Aquatic Animal Health Service on the basis of the likelihood of infection.

Article 9.2.7.

Importation of aquatic animals and or aquatic animal products from a country, zone
or compartment declared free from infection with yellow head virus genotype 1

When importing aquatic animals of a species referred to in Article 9.2.2.and, or aquatic animal products derived
thereof, from a country, zone or compartment declared free from infection with YHV1, the Competent Authority of
the importing country should require that the consignment be accompanied by an international aquatic animal
health certificate issued by the Competent Authority of the exporting country or a certifying official approved by
the importing country. The international aguatic animal health certificate should state eertifying that, on the basis
of the procedures described in Articles 9.2.4. or 9.2.5. (as applicable) and 9.2.6., the place of production of the
aquatic animals and-or aquatic animal products is a country, zone or compartment declared free from infection
with YHV1.

The eertificate international aquatic animal health certificate should be in accordance with the Model Certificate in
Chapter 5.11.

This Article does not apply to eemmedities aquatic animal products listed in point 1 of Article 9.2.3.

Article 9.2.8.

Importation of aquatic animals for aquaculture from a country, zone or compartment
not declared free from infection with yellow head virus genotype 1

4  When importing, for aquaculture, live aquatic animals of a species referred to in Article 9.2.2. from a country,
zone or compartment not declared free from infection with YHV1, the Competent Authority of the importing

country should assess the risk and—#—}usmed—apply—me—feuewng—nslﬂmﬂgaﬂewmeasu%s—m accordance

1)-2 If the intention is to grow out and harvest th tic animal nsider lying the following:

a) the direct delivery to and lifelong holding of the aquatic animals in a quarantine facility; eensigrment-in
bi e £ . : ot - “and

b) the treatment of transport water, equipment, used—m—kanspeﬂ—and—ef—a“—efﬂuent and waste materials ir
a-manner-that-ensures-inactivation-of 1o inactivate YHV1 in accordance with Chapters 4.3, 4.7 and 5.5.
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2) 3) If the intention is to establish a new stock for aquaculture, consider applying the following. Ferthe-purposes

agquatic gnimgl§ with a high health status for infgg;ign with YHV1.

b)  In the importing country:
)  import the F-0 population into a guarantine facility;

ii) testthe F-0 population for YHV1 in accordance with Cha 1.4. to determine their suitability as
broodstock;

i) produce a first generation (F-1) population in guarantine;

iv) culture F-1 population in guarantine under conditi that are conducive to the clinical expression
of infection with YHV1 (as described in Chapter 2.2.2. of the Aguatic Manual) and test for YHV1 in
accordance with Chapter 1.4.;

v) if YHV1 is not detected in the F-1 population, it may be defined as free from infection with YHV1
and may be released from quarantine;

vi) IfYHV1i t in the F-1 lation, th nimals should n rel from rantin
nd shoul Kill nd di fin a bi re manner.
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Article 9.2.9.

Importation of aquatic animals and or aquatic animal products for processing for
human consumption from a country, zone or compartment not declared free from
infection with yellow head virus genotype 1

When importing, for processing for human consumption, aquatic animals of a species referred to in
Article 9.2.2.and, or aquatic animal products derived thereof, from a country, zone or compartment not declared
free from infection with YHV1, the Competent Authority of the importing country should assess the risk and, if
justified, require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities until precessing
processed into one of the products referred to in point 1 of Article 9.2.3.; or preduets-deseribed in point 1 of
Article 9.2.11., or other products authorised by the Competent Authority; and

2) all containers and water used in transport and-all-effluent-and-wastematerialsfrom-theprocessing are
treated ina—manner-that-ensures to ensure inactivation of YHV1 or is disposed of in a biosecure manner in

accordance with Chapters 4.3., 4.7. and 5.5 that prevents-contactof- waste-with-suseeptible-species;
3) Il pr ing effluent and waste materials are treated to ensure inactivation of YHV1
i re manner in rdance with Ch rs 4.
For these aquatic animals or aquatic animal products eemmedities Member Countries may wish to consider

introducing internal measures to address the risks associated with the aguatic animals or aquatic animal products
eemmedity being used for any purpose other than for human consumption.

Article 9.2.10.

Importation of Iiwve aquatic animals or aquatic animal products intended for wuse
uses other than human consumption including ia animal feed, or for agricultural,
industrial, research or pharmaceutical use, from a country, zone or compartment not
declared free from infection with yellow head virus genotype 1

When importing, for use in animal feed or for agricultural, industrial,_research or pharmaceutical use, live aquatic
animals of a species referred to in Article 9.2.2.and, or aquatic animal products derived thereof, from a country,
zone or compartment not declared free from infection with YHV1, the Competent Authority of the importing
country should require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities fer-slaughterand

until processed processing into one of the products referred to in point 1 of Article 9.2.3. or other products
authorised by the Competent Authority; and

2) all containers and water used in transport and—au—eﬁluem—and—waste—mateﬁals—#em—me—pmeessmg are
treated m—a—manneHha{ {o ensure ensures |nact|vat|on of YHV1 or is disposed of in a biosecure manner in
r with Ch 4.3.,4.7. an

Article 9.2.11.

Importation (or transit) of agquatie —animals—and—eoxr aquatic animal products for
retail trade for human consumption frem—a country, zone or compartment not deeclared
free—from regardless of the infection with yellow head virus genotype 1 status of

the exporting country, zone or compartment

1) Competent Authorities should not require any conditions related to infection—with YHV1, regardless of the
infection with YHV1 status of the exporting country, zone or compartment, when authorising the importation
(or transit) of frozen peeled shrimp or decapod crustacea (shell off, head off) whiech that have been prepared
and packaged for retail trade and whieh comply with Article 5.4.2.
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Certain assumptions have been made in assessing the safety of the aquatic animal products mentioned
above. Member Countries should refer to these assumptions at Article 5.4.2. and consider whether the
assumptions apply to their conditions.

For these eemmedities aquatic animal products Member Countries may wish to consider introducing internal

measures to address the risks associated with the eemmedity aquatic animal products being used for any
purpose other than for human consumption.

2)  When importing agtatic-animals-er aquatic animal products, other than those referred to in point 1 above, ef
derived from a species referred to in Article 9.2.2. from a country, zone or compartment not declared free
from infection with YHV1, the Competent Authority of the importing country should assess the risk and apply
appropriate risk mitigation measures.

—  Text deleted.
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CHAPTER 9.3.

INFECTION WITH INFECTIOUS HYPODERMAL AND
HAEMATOPOIETIC NECROSIS VIRUS

EU position
The EU thanks the OIE and supports the adoption of this modified chapter.

Article 9.3.1.

For the purposes of the Aquatic Code, infection with infectious hypodermal and haematopoietic necrosis virus
{HHN) means infection with the pathogenic agent infectious hypodermal and haematopoietic necrosis virus
(IHHNV) —HHNV - is-elassified-as-the-species-Penaeus-stylirostris-densevirus-in of-the of the Family Parvoviridae;
Genus genus Brevidensovirus, Family Parvoviridae in-the-Eamily family Parvoviridae.

Information on methods for diagnosis are js provided in the Aquatic Manual.
Article 9.3.2.

Scope

The recommendations in this chapter apply to the following species whieh that meet the criteria for listing species
as susceptible in accordance with Chapter 1.5.: giant river prawn (Macrobrachium rosenbergii), yellowleg shrim

Pen liforniensi iant tiger prawn (Pen mon n), northern white shrimp (Pen tifer |

shrimp (Penaeus stylirostris) and whiteleg shrimp (Penaeus vannamei). giant-tiger—prawn—{(Penaeus—monodon);

Article 9.3.3.

Importation or transit of aquatie—animals—and-—or aquatic animal products for any
purpose regardless of the infection with IHHNV status of the exporting country, exportlng country .
zone or compartment it y : com men

RS ESE] CEIE B S AN PO S 3 e ad
THE Eroh—wWItn—3IhT (SEaS e, T
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1) Competent Authorities should not require any conditions related to IHHNV_1HHN,-regardless of the infection
with IHHNV HHHN status of the exporting country, zone or compartment, when authorising the importation or
transit of the following aquatic animal products derived from ef a the species referred to in Article 9.3.2.,
which are intended for any purpose and whieh comply with Article 5.4.1.:

a) heat sterilised hermetically sealed crustacean products (i.e. a heat treatment at 121°C for at least

3.6 minutes or any time/temperature equivalent that has been demonstrated to inactivate IHHNV);

b) cooked crustacean products that have been subjected to heat treatment at 90°C for at least 20 minutes
(or any time/temperature equivalent whieh that has been demonstrated to inactivate IHHNV);

c) crustacean oil;
d) crustacean meal.

2)  When authorising the importation or transit of aguatic-animals-and-er aquatic animal products derived from
of a species referred to in Article 9.3.2., other than those referred to in point 1 of Article 9.3.3., Competent
Authorities should require the condltlons prescribed in Articles 9.3.7. t0 9.3.11. relevant to the m]‘_esjugnmh
IHHNV HH4HN status of the exporting country, zone or compartment.

3) When considering the importation or transit of aguatic-animals-and-ef aquatic animal products derived from

of a species not referred to eevered in Article 9.3.2. but which could reasonably be expected to pose a risk
of-spread of transmission of IHHNV HHHN, the Competent Authority should conduct a risk analysis in
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accordance with the recommendations in Chapter 2.1. The Competent Authority of the exporting country
should be informed of the outcome of this analysis assessment.
Article 9.3.4.

Country free from infection with IHHNV

If a country shares a zone with one or more other countries, it can only make a self-declaration of freedom from
infection with IHHNV {HHN if all the areas covered by the shared water bodies are declared countries or zones
free from infection with IHHNV HHHN (see Article 9.3.5.).

As described in Article 1.4.6., a country may make a self-declaration of freedom from infection with IHHNV HHHN
if:

1) none of the susceptible species referred to in Article 9.3.2. are present and basic biosecurity conditions have
been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.3.2. are present and the following conditions have been
met:

a) there has been no ebserved occurrence of the-disease infection with IHHNV for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease infection with IHHNV status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IHHNV {HHN;

OR

4) it previously made a self-declaration of freedom from infection with IHHNV HHHN and subsequently lost its
disease free status due to the detection of [HHNV HHHN but the following conditions have been met:

a) on detection of the-disease-IHHNV, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-er+emoved-from within the infected zone have been killed
and disposed of by means that minimise the risk likelihood of further spread transmission of [IHHNV the
disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with IHHNV the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IHHNV HHHN.

In the meantime, part or all of the unaffected nen-affected area may be declared a free zone provided that such a
part meets the conditions in point 3 of Article 9.3.5.
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Article 9.3.5.
Zone or compartment free from infection with THHNV

If a zone or compartment extends over more than one country, it can only be declared a zone or compartment
free from infection with IHHNV HHHN if all the relevant Competent Authorities confirm that all relevant conditions
have been met.

As described in Article 1.4.6., a zone or compartment within the territory of one or more countries not declared
free from infection with IHHNV {HHN may be declared free by the Competent Authority{ies) of the countryfies)
concerned if:

1) none of the susceptible species referred to in Article 9.3.2. are present in the zone or compartment and
basic biosecurity conditions have been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.3.2. are present in the zone or compartment and the
following conditions have been met:

a) there has not been any ebserved occurrence of infection with IHHNV-the-disease for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease infection with IHHNV-status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place, in the zone or compartment, for
at least the last two years without detection of IHHNV HHN;

OR

4) it previously made a self-declaration of freedom for a zone from infection with IHHNV #HHN and
subsequently lost its disease free status due to the detection of IHHNV HHHN in the zone but the following
conditions have been met:

a) on detection of [HHNV-the-disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-erremoved-from within the infected zone have been Killed
and disposed of by means that minimise the risk likelihood of further spread transmission of IHHNV the

disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with IHHNV the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IHHNV HHN.
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Article 9.3.6.

Maintenance of free status

A country, zone or compartment that is declared free from jnfection with I[HHNV HHN following the provisions of
points 1 or 2 of Articles 9.3.4. or 9.3.5. (as relevant) may maintain its status as free from infection with IHHNV
HHHN provided that basic biosecurity conditions are continuously maintained.

A country, zone or compartment that is declared free from infection with IHHNV HHHN following the provisions of
point 3 of Articles 9.3.4. or 9.3.5. (as relevant) may discontinue targeted surveillance and maintain its free status
as—free—from—HHNVIHHN provided that conditions that are conducive to clinical expression of infection with
IHHNVHHN, as described in the corresponding chapter of the Aquatic Manual, exist; and basic biosecurity
conditions are continuously maintained.

However, for declared free zones or compartments in infected countries and in all cases where conditions are not
conducive to clinical expression of infection with IHHNV HHHN, targeted surveillance reeds—te should be
continued at a level determined by the Aquatic Animal Health Service on the basis of the likelihood of infection.

Article 9.3.7.

Importation of aquatic animals and or aquatic animal products from a country, zone
or compartment declared free from infection with IHHNV

When importing aquatic animals of a species referred to in Article 9.3.2.and, or aquatic animal products derived
thereof, from a country, zone or compartment declared free from infection with IHHNV HHHN, the Competent
Authority of the importing country should require that the consignment be accompanied by an international
aquatic animal health certificate issued by the Competent Authority of the exporting country or a certifying official
approved by the importing country. The international aquatic animal health certificate should state eertifying that,
on the basis of the procedures described in Articles 9.3.4. or 9.3.5. (as applicable) and 9.3.6., the place of
production of the aquatic animals and or aquatic animal products is a country, zone or compartment declared free
from infection with IHHNV-HHHN.

The eettificate international aquatic animal health certificate should be in accordance with the Model Certificate in
Chapter 5.11.

This Article does not apply to eemmedities aquatic animal products listed in point 1 of Article 9.3.3.
Article 9.3.8.

Importation of liwe aquatic animals for aquaculture from a country, 2zone or
compartment not declared free from infection with IHHNV

43  When importing, for aquaculture, five aquatic animals of a species referred to in Article 9.3.2. from a country,
zone or compartment not declared free from infection with IHHNV HHHN, the Competent Authority of the

|mport|ng country should assess the I’ISk and—rfﬁustmed—apmwh&feuemng%mt@anenﬂeaswe%m
with Ch

1)-2) If the intention is to grow out and harvest the aguatic animals, consider applying the following:

a) the direct delivery to and lifelong holding of the aquatic animals in a quarantine facility; eensigrment-in
biosecure-facilities-for-continuous-isolation-from-the local-environment; and

b) the treatment of transport water, equipment, used—m—kanspeﬂ—and—ef—a“—efﬂuent and waste materials ir
a-manner-that-ensures-inactivation-of 1o inactivate IHHNV_in r with Ch rs 43., 4.7 an
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2) 3) If the intention is to establish a new stock for aquaculture, consider applying the following. Ferthe-purpeses

i)  identify potential source populations and evaluate their aguatic animal health records;

i) test source populations in accordance with Chapter 1.4. and select a founder ulation (F-0) of
aquatic animals with a high health status for infection with IHHNV.

b) Inthe importing country:

broodstock;

ii) produce a first generation (F-1) population in quarantine;

iv) culture F-1 population in guarantine under conditions that are conducive to the clinical expression
of infection with IHHNV (as described in Chapter 2.2.3. of the Aquatic Manual) and test for IHHNV
in accordance with Chapter 1.4.;

v) if IHHNV is not detected in the F-1 population, it ma defined as free from infection with IHHNV
and may be released from quarantine;
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Article 9.3.09.

Importation of aquatic animals and or aquatic animal products for processing for
human consumption from a country, zone or compartment not declared free from
infection with IHHNV

When importing, for processing for human consumption, aquatic animals of a species referred to in
Article 9.3.2.and, or aquatic animal products derived thereof, from a country, zone or compartment not declared
free from infection with IHHNV-HHN, the Competent Authority of the importing country should assess the risk
and, if justified, require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities until precessing
processed into one of the products referred to in point 1 of Article 9.3.3.; or preduets-deseribed in point 1 of
Article 9.3.11., or other products authorised by the Competent Authority; and

2) all containers and water used in transport and—aleffluent-and—waste—materialsfrom-the proecessing are
treated ina-mannerthatensures to ensure inactivation of IHHNV or is disposed of in a biosecure manner in

accordance with Chapters 4.3., 4.7. and 5.5 that prevents-contactof waste-with-suseceptible-species;

3) all processing effluent and waste materials are treated to ensure inactivation of IHHNV or disposed of in a
i re manner in rdance with Chapters 4.3. and 4.7.

For these aquatic animals or aquatic animal products eemmedities Member Countries may wish to consider

introducing internal measures to address the risks associated with the aguatic animals or aquatic animal products
eoemmoedity being used for any purpose other than for human consumption.

Article 9.3.10.

Importation of liwve aquatic animals or aquatic animal products intended for wuse
uses other than human consumption including ia animal feed, or for agricultural,
industrial, research or pharmaceutical use, from a country, zone or compartment not
declared free from infection with IHHNV

When importing, for use in animal feed or for agricultural, industrial,_research or pharmaceutical use, live aquatic
animals of a species referred to in Article 9.3.2.and, or aquatic animal products derived thereof, from a country,
zone or compartment not declared free from infection with IHHNV-HHN, the Competent Authority of the importing
country should require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities fer-slaughterand

until processed preeessing into one of the products referred to in point 1 of Article 9.3.3. or other products
authorised by the Competent Authority; and

2)  all containers and water used in transport and—au—eﬁluent—and—waste—mate#ms—frem—the—preeessmg are
treated m—a—manner—tha{ IQ ensure ensures inactivation of IHHNV or is disposed of in a biosecure manner in
I with Ch 43.,4.7. |

3) all processing effluent and waste materials are treated to ensure inactivation of IHHNV or disposed of in a
biosecure manner in accordance with Chapters 4.3. and 4.7.

Article 9.3.11.

Importation (or transit) of aquatie—animals—and—or aquatic animal products for
retail trade for human consumption fromaceountry, zone or compartment not deeclared
free—from regardless of the infection with IHHNV_status of the exporting country,
zone or compartment

1) Competent Authorities should not require any conditions related to IHHNV HHHN, regardless of the infection
with IHHNV status of the exporting country, zone or compartment, when authorising the importation (or
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transit) of frozen peeled shrimp (shell off, head off) whieh that have been prepared and packaged for retail
trade and whieh comply with Article 5.4.2.

Annex 11 (contd)

Certain assumptions have been made in assessing the safety of the aquatic animal products mentioned
above. Member Countries should refer to these assumptions at Article 5.4.2. and consider whether the
assumptions apply to their conditions.

For these eemmedities aquatic animal products Member Countries may wish to consider introducing internal
measures to address the risks associated with the eemmedity aquatic animal products being used for any

purpose other than for human consumption.

2)  When importing agtaticanimals-er aquatic animal products, other than those referred to in point 1 above, ef
derived from a species referred to in Article 9.3.2. from a country, zone or compartment not declared free
from infection with IHHNV-HHHN, the Competent Authority of the importing country should assess the risk
and apply appropriate risk mitigation measures.

—  Text deleted.
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CHAPTER 9.4

INFECTION WITH
INFECTIOUS MYONECROSIS VIRUS

EU position
The EU supports the adoption of this modified chapter.

Article 9.4.1.

For the purposes of the Aquatic Code, infection with infectious myonecrosis virus (tMN) means infection with the

pathogenic agent infectious myonecrosis virus (IMNV) of the Fhis-virus that is-similarto-members—of-the family
Family Fetiviridae Totiviridae (tentative classification).

Information on methods for diagnosis are is provided in the Aquatic Manual.
Article 9.4.2.
Scope

The recommendations in this chapter apply to the followin i i iteria for li

as susceptible in accordance with Chapter 1.5.: brown ;gg prawn ngngg;;g ggg;;g g@! ban g a_prawn
Pen merguiensi Paemewhl{e%hrmpa_dwh@g eg shrimp. (Penaeus vannamel) Ihes&reeemmendat}ens

Article 9.4.3.

Importation or transit of aquatie animals—and-—or aquatic animal products for any

purpose regardless of the infection with IMNV status of the exporting country, zone country, zone

or compartment ii 2 y Z it men : M

1ﬂ£ee%1eas—myeﬁeefesis

1) Competent Authorities should not require any conditions related to IMNY, regardless of the infection with
IMNY status of the exporting country, zone or compartment, when authorising the importation or transit of
the following aquatic animal products derived from the a species referred to in Article 9.4.2., which are
intended for any purpose and whiek comply with Article 5.4.1.:

a) heat sterilised hermetically sealed crustacean products (i.e. a heat treatment at 121°C for at least
3.6 minutes or any time/temperature equivalent that has been demonstrated to inactivate IMNV);

b) cooked crustacean products that have been subjected to heat treatment at 60°C for at least
three minutes (or any time/temperature equivalent whieh that has been demonstrated to inactivate
IMNV);

c) crustacean oil;
d) crustacean meal;
e) chemically extracted chitin.

2)  When authorising the importation or transit of aguatic-animals-and-of aquatic animal products derived from
of a species referred to in Article 9.4.2., other than those referred to in point 1 of Article 9.4.3., Competent
Authorities should require the conditions prescribed in Articles 9.4.7. to 9.4.11. relevant to the infection with
IMNYV status of the exporting country, zone or compartment.

3) When considering the importation or transit of aguatic-animals-and-ef aquatic animal products derived from
of a species not referred to eevered in Article 9.4.2. but which could reasonably be expected to pose a risk
of-spread of fransmission of IMNY, the Competent Authority should conduct a risk analysis in accordance
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with the recommendations in Chapter 2.1. The Competent Authority of the exporting country should be
informed of the outcome of this analysis assessment.

Article 9.4.4.
Country free from infection with IMNV

If a country shares a zone with one or more other countries, it can only make a self-declaration of freedom from
infection with IMNY if all the areas covered by the shared water bodies are declared countries or zones free from
infection with IMNY (see Article 9.4.5.).

As described in Article 1.4.6., a country may make a self-declaration of freedom from infection with IMNYV if:

1) none of the susceptible species referred to in Article 9.4.2. are present and basic biosecurity conditions have
been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.4.2. are present and the following conditions have been
met:

a) there has been no ebserved-occurrence of infection with IMNV the-disease for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease infection with IMNV status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IMNYV;

OR

4) it previously made a self-declaration of freedom from infection with IMNY and subsequently lost its disease
free status due to the detection of IMNY but the following conditions have been met:

a) on detection of the-disease-IMNV, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-orremoved-from within the infected zone hav n kill
and disposed of by means that minimise the fisk likelihood of further tfransmission spread of IMNV, and
the appropriate disinfection procedures (as described in Chapter 4.3.) have been completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with IMNV the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IMNY.

In the meantime, part or all of the unaffected nen-affected area may be declared a free zone provided that such a
part meets the conditions in point 3 of Article 9.4.5.
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Article 9.4.5.

Zone or compartment free from infection with IMNV

If a zone or compartment extends over more than one country, it can only be declared a anH\MN-free zone or
compartment free from infection with IMNV if all the relevant Competent Authorities confirm that all relevant
conditions have been met.

As described in Article 1.4.6., a zone or compartment within the territory of one or more countries not declared
free from infection with IMNVY may be declared free by the Competent Authorityfies} of the countryfies} concerned

if:

1

OR

2)

OR

3)

OR

4)

none of the susceptible species referred to in Article 9.4.2. are present in the zone or compartment and
basic biosecurity conditions have been continuously met for at least the last two years;

any of the susceptible species referred to in Article 9.4.2. are present in the zone or compartment and the
following conditions have been met:

a) there has not been any ebserved occurrence of infection with IMNV the-disease for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;

the infection with IMNV disease status prior to targeted surveillance is unknown but the following conditions
have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place, in the zone or compartment, for
at least the last two years without detection of IMNYV;

it previously made a self-declaration of freedom for a zone from infection with IMNVY and subsequently lost
its disease free status due to the detection of IMNY in the zone but the following conditions have been met:

a) on detection of IMNV the-disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have-been-destroyed-erremoved-from within the infected zone have been killed
and disposed of by means that minimise the risk likelihood of further transmission spread of IMNV the
disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with IMNV the-disease; and

d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of IMNY.
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Article 9.4.06.

Maintenance of free status

A country, zone or compartment that is declared free from infection with IMNV following the provisions of points 1
or 2 of Articles 9.4.4. or 9.4.5. (as relevant) may maintain its status as free from infection with IMNY provided that
basic biosecurity conditions are continuously maintained.

A country, zone or compartment that is declared free from infection with IMNV following the provisions of point 3
of Articles 9.4.4. or 9.4.5. (as relevant) may discontinue targeted surveillance and maintain its free status as-free
fromIMNM-provided that conditions that are conducive to clinical expression of infection with IMNV_as described
in the corresponding chapter of the Aquatic Manual, exist; and basic biosecurity conditions are continuously
maintained.

However, for declared free zones or compartments in infected countries and in all cases where conditions are not
conducive to clinical expression of infection with IMNY, targeted surveillance should needs-te be continued at a
level determined by the Aquatic Animal Health Service on the basis of the likelihood of infection.

Article 9.4.7.

Importation of aquatic animals and or aquatic animal products from a country, zone
or compartment declared free from infection with IMNV

When importing aquatic animals of a species referred to in Article 9.4.2. and, or aquatic animal products derived
thereof, from a country, zone or compartment declared free from infection with IMNY, the Competent Authority of
the importing country should require that the consignment be accompanied by an international aquatic animal
health certificate issued by the Competent Authority of the exporting country or a certifying official approved by
the importing country. The international aguatic animal health certificate should state eertifying that, on the basis
of the procedures described in Articles 9.4.4. or 9.4.5. (as applicable) and 9.4.6., the place of production of the
aquatic animals and or aquatic animal products is a country, zone or compartment declared free from infection
with IMNV.

The eertificate international aquatic animal health certificate should be in accordance with the Model Certificate in
Chapter 5.11.

This Article does not apply to eemmedities aquatic animal products listed in point 1 of Article 9.4.3.

Article 9.4.8.

Importation of liwe aquatic animals for aquaculture from a country, zone or
compartment not declared free from infection with IMNV

4  When importing, for aquaculture, live aquatic animals of_a species referred to in Article 9.4.2. from a country,
zone or compartment not declared free from infection with IMNY, the Competent Authority of the importing

country should assess the risk and—#—}usmed—apply—me—feuewng—nslﬂmﬂgaﬂewmeasu%s—m accordance

1)-2) If the intention is to grow out and harvest th tic animal nsider lying the following:
a) the direct delivery to and lifelong holding of the aquatic animals in a quarantine facility; eensigrment-in

biosecure-facilities-forcontinuous-isolation-from-the local-environment; and

b) the treatment of transport water, egu@ment, used—m—kanspeﬂ—and—ef—a“—efﬂuent and waste materials ir
a-mannerthat ensures-inactivationof t tivate IMNV in with Chapters 4.3.,4.7.
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2) 3) If the intention is to establish a new stock for aquaculture, consider applying the following. Ferthe-purpeses

a) Inthe exporting country:
i)  identify potential source populations and evaluate their aquatic animal health records;

i) test source populations in accordance with Chapter 1.4. and select a founder population (F-0) of
agquatic animals with a high health status for infection with IMNV.

b) Inthe importing country:

)  import the F-0 population into a guarantine facility;

test the F-0 population for IMNV in accordance with Chapter 1.4. to determin eir suitability as
broodstock;

i
iii) produce a first generation (F-1) population in quarantine;
iv)

culture F-1 population in quarantine under conditions that are conducive to the clinical expression
f infection with IMNYV (as described in Chapter 2.2.4. of the Aquatic Manual) and test for IMNV in

rdance with Ch rl.4.;
v) IfIMNVisn in the F-1 lation, i fin free from infection with IMNV
and may be released from quarantine;

vi) ifIMNV is detected in the F-1 population, th animals should not be released from quarantine

and should be destreyed killed and disposed of in a biosecure manner.

Article 9.4.9.

Importation of aquatic animals and or aquatic animal products for processing for
human consumption from a country, zone or compartment not declared free from
infection with IMNV

When importing, for processing for human consumption, aquatic animals of a species referred to in Article 9.4.2.
and, or aquatic animal products derived thereof, from a country, zone or compartment not declared free from
infection with IMNY, the Competent Authority of the importing country should assess the risk and, if justified,
require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities until precessing
processed into one of the products referred to in point 1 of Article 9.4.3. or preducts-deseribed in point 1 of
Article 9.4.11., or other products authorised by the Competent Authority; and
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2) all containers and water used in transport and-—al-effluent-and—waste—materialsfrom-the processing are
treated ira—mannerthat-ensures {0 ensure inactivation of IMNV or is disposed of in a biosecure manner in

accordance with Chapters 4.3., 4.7. and 5.5. thatpreventscontact ofwaste-with-suseeptible species;

3) all processing effluent and waste materials are treated to ensure inactivation of IHHNV or disposed of in a
biosecure manner in accordance with Chapters 4.3. and 4.7.

For these aguatic animals or aquatic animal products cemmedities Member Countries may wish to consider

introducing internal measures to address the risks associated with the aguatic animals or aquatic animal products
eemmoedity being used for any purpose other than for human consumption.

Article 9.4.10.

Importation of liwve aquatic animals or aquatic animal products intended for use
uses other than human consumption including ia animal feed, or for agricultural,
industrial, research or pharmaceutical use, from a country, zone or compartment not
declared free from infection with IMNV

When importing, for use in animal feed or for agricultural, industrial,_research or pharmaceutical use,-tive aquatic
animals of a species referred to in Article 9.4.2. and, or aquatic animal products derived thereof, from a country,
zone or compartment not declared free from infection with IMNY, the Competent Authority of the importing
country should require that:

1) the consignment is delivered directly to, and held in, quarantine or containment facilities fer-slaughterand

until processed proecessirg into one of the products referred to in point 1 | point 1 of Article 9.4.3. or other products
authorised by the Competent Authority; and

2) all containers and water used in transport and—al-effluent-and-waste—materialsfrom-the processing are
treated in—a-mannerthat-ensures to ensure inactivation of IMNV or disposed of in a biosecure manner in

accordance with Chapters 4.3., 4.7. and 5.5.;

Article 9.4.11.

Importation (or transit) of agquatie—animals—and—oxr aquatic animal products for
retail trade for human consumption frem—acountry, zoneor compartment not-declared
free—from regardless of the infection with IMNV_status of the exporting country,
zone or compartment

1) Competent Authorities should not require any conditions related to infection-with IMNY, regardless of the
infection with IMNY status of the exporting country, zone or compartment, when authorising the importation
(or transit) of frozen peeled shrimp (shell off, head off) whieh that have been prepared and packaged for
retail trade and whieh comply with Article 5.4.2.

Certain assumptions have been made in assessing the safety of the aquatic animal products mentioned
above. Member Countries should refer to these assumptions at Article 5.4.2. and consider whether the
assumptions apply to their conditions.

For these eemmedities agquatic animal products Member Countries may wish to consider introducing internal
measures to address the risks associated with the eemmedity aquatic animal products being used for any

purpose other than for human consumption.
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2)  When importing aguatic-animals-er aquatic animal products, other than those referred to in point 1 above, ef
derived from a species referred to in Article 9.4.2. from a country, zone or compartment not declared free
from infection with IMNY, the Competent Authority of the importing country should assess the risk and apply
appropriate risk mitigation measures.

—  Text deleted.

OIE Aquatic Animal Health Standards Commission/February 2017






81

Annex 13

CHAPTER 9.5.

INFECTION WITH HEPATOBACTER PENAET
(NECROTISING HEPATOPANCREATITIS)

EU position
The EU supports the adoption of this modified chapter.

Article 9.5.1.

For the purposes of the Aquatic Code, infection with Hepatobacter penaei reeretising-hepatopancreatitis{NHP)
means infection with the pathogenic agent Candidatus Hepatobacter penae|4h45 an obligate |ntracellular
bacterium is—a—member of the order Order a-Proteobacteria. T mmonly known isin

hepatopancreatitis.

Article 9.5.2.
Scope

The recommendations in this chapter apply to the following species whieh that meet the criteria for listing speeies
g§ §;;§ggg§|glg gggg dan gg WI!, Ch gg;gr 1. g Paemewh}te whlgg eq shrlmp (Penaeus vannamel)_ﬂsluei.,hnmp

Article 9.5.3.

Importation or transit of agquatie —animals—and-—or aquatic animal products for any
purpose regardless of the infection with H. penaei status of the exporting country, genael status of the exportlng country[
zone or compartment ii y 2 ii i
necrotising hepatopa. s

1) Competent Authorities should not require any conditions related to H. penaei NHP, regardless of the
infection with H. penaei NHP status of the exporting country, zone or compartment, when authorising the
importation or transit of the following aquatic animal products derived from a the species referred to in
Article 9.5.2., which are intended for any purpose and whieh comply with Article 5.4.1.:

a) heat sterilised hermetically sealed crustacean products (i.e. a heat treatment at 121°C for at least

3.6 minutes or any time/temperature equivalent that has been demonstrated to inactivate H. penaei);

b) cooked crustacean products that have been subjected to heat treatment at 100°C for at least three
minutes (or any time/temperature equivalent whiekh that has been demonstrated to inactivate
Candidatus H. penaei);

c) pasteurised crustacean products that have been subjected to heat treatment at 63°C for at least
30 minutes (or any time/temperature equivalent which that has been demonstrated to inactivate
Candidatus H. penaei);

d) crustacean oil;
e) crustacean meal;

f)  chemically extracted chitin.
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2)  When authorising the importation or transit of aguatic-animals-and-ef aquatic animal products derived from
of a species referred to in Article 9.5.2., other than those referred to in point 1 of Article 9.5.3., Competent
Authorities should require the condltlons prescribed in Articles 9.5.7. t0 9.5.11. relevant to the mf_e_C_tlQDJMlh
H. penaei NHP status of the exporting country, zone or compartment.

3) When considering the importation or transit of aguatic-animals-and-er aquatic animal products derived from
of a species not referred to eevered in Article 9.5.2. but which could reasonably be expected to pose a risk of
spread of transmission of H. penaei NHP, the Competent Authority should conduct a risk analysis in
accordance with the recommendations in Chapter 2.1. The Competent Authority of the exporting country
should be informed of the outcome of this analysis assessment.

Article 9.5.4.

Country free from infection with H. penaei reerotising hepatopanereatitis

If a country shares a zone with one or more other countries, it can only make a self-declaration of freedom from
infection with H. penaei NHR if all the areas covered by the shared water bodies are declared countries or zones
free from infection with H. penaei NHP (see Article 9.5.5.).

As described in Article 1.4.6., a country may make a self-declaration of freedom from infection with H. penaei
NHPR if:

1) none of the susceptible species referred to in Article 9.5.2. are present and basic biosecurity conditions have
been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.5.2. are present and the following conditions have been
met:

a) there has been no ebserved occurrence of the-disease infection with H. penaei for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease infection with H. penaei status prior to targeted surveillance is unknown but the following
conditions have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years
without detection of infection-with H. penaei NHP;

OR

4) it previously made a self-declaration of freedom from jnfection with H. penaei NHR and subsequently lost its
disease free status due to the detection of infection-with H. penaei NHP but the following conditions have
been met:

a) on detection of the-disease—H. penaei, the affected area was declared an infected zone and a
protection zone was established; and

b) infected populations have-been-destroyed-erremeoved-from within the infected zone have been killed
and disposed of by means that minimise the #isk likelihood of further transmission spread-of H. penaei
the-disease, and the appropriate disinfection procedures (as described in Chapter 4.3.) have been
completed; and

c) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place since eradication of infection with H. penaei the-disease; and
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d) targeted surveillance, as described in Chapter 1.4., has been in place for at least the last two years

without detection of infection-with-H. penaei NHP.

Annex 13 (contd)

In the meantime, part or all of the unaffected nen-affected area may be declared a free zone provided that such a
part meets the conditions in point 3 of Article 9.5.5.

Article 9.5.5.

Zone or compartment free from infection with H. penaei neerotising
p s s T

If a zone or compartment extends over more than one country, it can only be declared a ar-NHP-free zone or
compartment free from infection with H. penaei NHP if all the relevant Competent Authorities confirm that all
relevant conditions have been met.

As described in Article 1.4.6., a zone or compartment within the territory of one or more countries not declared
free from infection with H. penaei NHP may be declared free by the Competent Authorityfies) of the country{ies)
concerned if:

1) none of the susceptible species referred to in Article 9.5.2. are present in the zone or compartment and
basic biosecurity conditions have been continuously met for at least the last two years;

OR

2) any of the susceptible species referred to in Article 9.5.2. are present in the zone or compartment and the
following conditions have been met:

a) there has not been any ebserved occurrence of infection with H. penaei the-disease for at least the last
ten years despite conditions that are conducive to its clinical expression (as described in the
corresponding chapter of the Aquatic Manual); and

b) basic biosecurity conditions have been continuously met for at least the last two years;
OR

3) the disease nfection with H. penaei status prior to targeted surveillance is unknown but the following
conditions have been met:

a) basic biosecurity conditions have been continuously met for at least the last two years; and

b) targeted surveillance, as described in Chapter 1.4., has been in place, in the zone or compartment, for
at least the last two years without detection of H. penaei NHP;

OR

4) it pr