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Brussels,
SANCO/DI/EB/cg (2009) D/411860

Subject: Meeting of the Terrestrial and Aquatic Animal Health Code Commissions -~
February 2010

Dear Bernard,

Please find attached as an annex to this letter the European Union (EU) comments on the
reports of Terrestrial and Aquatic Animal Health Standard Commission meetings of
September 2009, with reference to the Chapters in the OIE Terrestrial and Aquatic Codes,
which will be for discussion at their next meetings in February 2010.

In order to facilitate the examination of the comments of the EU, they have been incorporated
in boxes into the reports. In this context, the EU thanks the OIE for providing the electronic
version of the reports.

We wish to thank you also for the inclusion in the report of some feedback on the reasons why
some of our previous comments were not taken on board.

Furthermore, the EU commends the decision of the OIE to refrain from adding too many
details in the new draft standards and hope that the brevity and clarity of these texts, while
they should not impeach precision and science basis, will be the line taken for future standards
of the OIE Codes. In this respect, some cutrent chapters already overloaded with details
should not be continuously increased but on the contrary be reshaped so as to obtain clear
concise standards, while keeping the detailed measures on the website as useful reference for
the Members.

Thank you for the continued excellent collaboration and trust you will find our comments
constructive and useful.

Yours sincerely,

Leif Denneberg Paola Testori Coggi
CVO Sweden Deputy Director General

Ce: All CVOs Member States, Croatia, Iceland, Norway, Switzerland, Turkey
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September/October 2009

REPORT OF THE MEETING OF THE
OIE AQUATIC ANIMAL HEALTH STANDARDS COMMISSION

Paris, 28 September—2 October 2009

The OIE Aquatic Animal Health Standards Commission (the Aquatic Animals Commission) met at the OIE
Headquarters from 28 September to 2 October 2009.

Details of participants and the adopted agenda are given at Annexes| and 1.

The Aquatic Animals Commission recognised the contribution of the following Members in providing
comments: Australia, Canada, Chinese Taipei, European Union (EU), Switzerland, Thailand and the United
States of America (USA).

The Aquatic Animals Commission reviewed various OIE Aquatic Animal Health Code (the Aquatic Code) draft
texts from its March 2009 report in the light of Member comments. The outcome of the Commission’s work is
presented at Annexes |11 to XXVII in this report. Amendments made during the March 2009 meeting are shown
as double underlined text, with deleted text in strikeout, while those made at this meeting (September 2009) are
shown in asimilar fashion but with a coloured background to distinguish the two groups of proposals.

The table below summarises the texts presented in the Annexes. Part I: Annexes 111 to XXIII will be proposed
for adoption at the 78" OIE General Session in May 2010; Part I1: Annexes XX1V to XXVII are presented for
Members' information.

The Aquatic Animals Commission strongly encourages Members to participate in the development of the OIE’s
international standards by submitting comments on this report. It would be very helpful if comments were
submitted as specific proposed text changes, supported by a scientific rationale. Proposed deletions should be
indicated in ‘strikeout- and proposed additions with ‘ double underline’ . Members should not use the automatic
‘track-change function provided by word processing software as such changes are lost in the process of
collating Members' submissions into the Commission’s working documents.
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Comments on this report must reach OIE Headquarters by 22 January 2010 to be considered at the 22—
26 February 2010 meeting of the Aquatic Animals Commission. Comments should be sent to the International
Trade Department at: trade.dept@oie.int.

‘ Part |: Texts proposed for adoption | Annex number ‘
‘ Glossary | Annex I11 ‘
| Diseaseslisted by the OIE (Ch. 1.3) | Annex 1v |
| Example Article X X.3,; X X.9.; X X.12. | Annex v |
Amended text for epizootic haematopoietic necrosis (Articles 10.1.3., 10.1.9., | Annex VI
10.1.12.), Taura syndrome (Articles 9.4.3., 9.4.9., 9.4.11.) and for infection with
Bonamia ostreae (Articles 11.2.3,, 11.2.9,, 11.2.11.)
‘ Criteriato assess the safety of aquatic animal commodities (Ch 5.3.) | Annex VII ‘
Measures concerning international transport of aguatic animal disease agents and | Annex VI
pathological material (Ch 5.9.)
Import Risk Analysis (Ch 2.2.) Annex IX
Quality and Evaluation of Competent Authorities (Ch 3.1.) Annex X
Application of compartmentalisation (Ch 4.X.) Annex XI|
Zoning and compartmentalisation (Ch 4.1.) Annex XlI
Control of aguatic animal health hazards in aguatic animal feed (Ch 4.5.) Annex XIII
General obligations related to certification (Ch. 5.1.) Annex X1V
Certification procedures (Ch. 5.2.) Annex XV
Model international aguatic animal health certificates (Ch 5.10.) Annex XVI
Welfare of farmed fish during transport (Ch 7.2.) Annex XVII
‘ Article X.X.8 for al disease specific chapters | Annex XVIII
‘ Infection with abalone herpes-like virus (Ch 11.X.) | Annex XIX
‘ Necrotising hepatopancreatitis (Ch 9.X.) | Annex XX

| Disinfection of salmonid eggs— (Article 10.4.X., Article 10.5.X., Article 10.9.X.) | Annex XXI

‘ Slaughter of farmed fish for human consumption (Ch 7.3.) | Annex XXII
Introduction to the recommendations for controlling antimicrobia resistance | Annex XXIII
(Che6.1)

‘ Part I1: Annexesfor Members' information | Annex number

‘ Guidance on considering species as susceptible to a disease | Annex XXIV

Report of the ad hoc Group on the Safety of Commodities derived from Aquatic | Annex XXV
Animals (August 2009)

Report of the ad hoc Group on Crustacean Diseases — electronic meeting (July — | Annex XXVI
Sept 2009)

| Aquatic Animals Commission Work Plan 2009/1010 | Annex XxVI1
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Meeting with Dr Vallat

Dr Bernard Vallat, Director Genera of the OIE, joined the Commission for a short discussion and warmly
welcomed both the returning and new members of the Commission. Dr Vallat indicated that the management and
reporting of diseases, particularly in regard to emerging diseases and diseases at the interface between animal
and human ecosystems, are priority areas for internationa organisations and OIE Members, and that this would
be reflected in the OIE fifth Strategic Plan (2011-2016). As aguaculture makes an important contribution to the
globa struggle against hunger, it would be important for the Commission to further strengthen its standard
setting activities and for members of the Commission to participate with the OIE Regional Commissions and
Regional Representations to ensure that OlE Members are aware of and apply the provisions of the Aquatic Code.

Turning specifically to the draft OIE fifth Strategic Plan (2011-2016), Dr Vallat mentioned the proposal to
establish a new Scientific Commission for Aquatic Animal Diseases. In subsequent discussion, the President,
Dr Barry Hill, and Dr Vallat agreed that there did not seem to be a strong rationale to support this proposal at the
present time, as the scientific work of the Aquatic Animals Commission was proceeding well and the
membership had been augmented with a sixth person by decision of OIE Delegates in May 2009. In view of the
significant resource implications of creating a new Commission, there was general agreement from the Aquatic
Animals Commission that this development was not warranted, the final decision being taken by the Assembly
of Delegates.

Dr Vallat reminded the Commission that the expansion of its mandate to cover animal production food safety
and animal welfare were important decisions of Delegates at the May 2009 General Assembly and encouraged
the Commission to pursue this work actively. Dr Vallat considered that the devel opment of recommendations on
the management of resistance to antibacterial products in aguatic animals and the finaisation of the Aquatic
Code text on Feed for Aquatic Animals were particular priorities. He also encouraged the Commission to liaise
with the OIE Animal Production Food Safety Working Group (APFSWG), which will hold its next meeting on
3-5 November 2009, and provide input to the APFSWG's discussion paper on future standard setting priorities
in animal production food safety. In light of the great importance of aguaculture and aquatic animal health to
food production, foodborne ilIness associated with aquatic animals during production should be addressed by the
OIE.

Dr Vallat noted that the Commission is continuing to develop text for the Aquatic Code on the welfare of farmed
fish and encouraged the Commission to propose text that is reasonably generic and flexible, so that all OIE
Members could apply the provisionsin practice.

Finally, Dr Valat identified some important developments within the OIE disease surveillance and reporting
provisions as these apply to wildlife and noted that this was entirely consistent with the longstanding approach of
the Aquatic Animals Commission.

1. Activitiesand progress of ad hoc Groups

1.1. Report of the ad hoc Group on Safety of Commaodities Derived from Aquatic Animals — August
2009

Dr Franck Berthe, Chair of the ad hoc Group, gave a summary of progress made at the meeting held
from 24 to 26 August 2009 at the OIE Headquarters (Paris). Dr Berthe reported that the ad hoc Group
considered Member comments on the ‘example articles’ to beincluded in al disease specific chapters,
and to Article 5.9.1. entitled “Measures concerning the international transport of aguatic animal
disease agents and pathological material” and made relevant amendments. Details are provided under
Agenda ltem 2.4. and 2.7., respectively.

The ad hoc Group undertook an assessment of commodities listed for a fish disease (epizootic
haematopoi etic necrosis), a crustacean disease (Taura syndrome) and a mollusc disease (infection with
Bonamia ostreae). Commodities currently listed in Article X.X.3. point 1a) were assessed using
criteria in Article 5.3.1., and commodities currently listed in Article X.X.3. point 1b) were assessed
using criteriain Article 5.3.2. for these three diseases. Detail is provided under Agenda Item 2.6.

The ad hoc Group also developed a draft new article on trade measures for disinfected salmonid eggs

for three disease chapters: viral haemorrhagic septicaemia, infectious salmon anaemia and infectious
haematopoietic necrosis. Detail is provided under Agenda ltem 3.3.
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Dr Hill thanked Dr Berthe and the ad hoc Group for their very comprehensive work on this complex
subject. The Aquatic Animals Commission recommended that the ad hoc Group be reconvened at a
suitable time to continue their work and complete a report prior to the next Commission meeting in
February 2010.

The ad hoc Group report is provided for information at Annex XXV.

1.2. Report of the ad hoc Group on Crustacean Diseases — electr onic meeting (July — Sept 2009)
Dr Don Lightner, Chair of the ad hoc Group, gave a summary of progress made from the electronic
meeting held from July to September 2009. Dr Lightner reported that the ad hoc Group re-assessed
necrotising hepatopancreatitis disease against the criteria for listing aquatic animal diseases in the
Aguatic Code (Article 1.2.1.), taking into account a Member's comment. Detail is provided under
Agendaltem 2.3.

Dr Hill thanked Dr Lightner and the ad hoc Group for their work undertaken promptly in response to
the request from the Aquatic Animals Commission.

The ad hoc Group report is provided for information at Annex XXVI.
2. OIE Aquatic Animal Health Code: amendmentsto existing chapters
2.1. General comments
The Aquatic Animals Commission agreed that it is important to continue to harmonize the Aquatic
and Terrestrial Codes but recognized there are inherent differences in some areas where
harmonization is not feasible. To facilitate the process of review and harmonization, the Commission
encouraged Members to ensure that their comments on relevant horizontal text are submitted to both

the Code and Aquatic Animals Commissions.

2.2. Glossary

EU comment
The EU would agree with the proposed new definitions.

Nevertheless, for the sake of clarity we would like to have our commentsto the proposed
definitions of feed additives, emer ging disease and susceptible speciestaken into account
by the AAC.

The Aquatic Animals Commission reviewed the Aquatic Code Glossary and made a number of
amendments.

The following definitions were amongst those amended, to be consistent with the equivalent
definitionsin the Terrestrial Code, as part of the ongoing harmonisation of the two Codes:

Protection zone, Competent Authority, Emerging disease, Feed additives, Hazard, International
aquatic animal health certificate, Pathological material and Veterinary Services.

Personnel of the Competent Authority was deleted as it is not used in the Aquatic Code and
daughtering was deleted asit is only used once in the Aquatic Code.

The revised chapter is provided at Annex |11 for Member comments.

2.3. Diseaseslisted by the OIE (Chapter 1.3.)

EU comment
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The EU would agree with the definitive listing of necrotising hepatopancreatitisas an
OIE disease.

The ad hoc Group on the OIE List of Aquatic Animal Diseases (Crustacean Team) considered a
Member's proposal that necrotising hepatopancreatitis (NHP) be de-listed. The ad hoc Group
disagreed with the proposal and recommended that NHP, currently listed under study, be listed as an
OIE disease. Full justification is provided in the Crustacean ad hoc Group Report (Annex XXV1).

The Aquatic Animals Commission endorsed the Crustacean ad hoc Group recommendation to list
necrotising hepatopancreatitis.

Therevised chapter is provided at Annex IV for Member comments.

2.4. ExampleArticle X.X.3; X.X.9; X.X.12.

EU comment
The EU would agree with these examples.

Commentsfor the AAC consideration have been included in Annex V of thereport.

The Aquatic Animals Commission considered the recommendations of the ad hoc Group on Safety of
Commodities Derived from Aquatic Animals in response to Member comments on the ‘example
articles’ to be included in al disease specific chapters and made some minor amendments. This draft
text is presented as clean text for ease of readability. The tracked version is available in the ad hoc
Group report in Annex XXV.

The amended Articles are provided at Annex V for Member comments.

2.5. Amended text for epizootic haematopoietic necrosis (Articles 10.1.3., 10.1.9. and 10.1.12.), Taura
syndrome (Articles9.4.3., 9.4.9. and 94.11) and for infection with Bonamia ostreae
(Articles11.2.3,,11.2.9. and 11.2.11.)

EU comment

The EU would agree with the proposed texts.

The Aquatic Animals Commission reviewed the text proposed by the ad hoc Group on Safety of
Commodities Derived from Aquatic Animals for amendments of epizootic haematopoietic necrosis
(Articles 10.1.3., 10.1.9. and 10.1.12.), Taura syndrome (Articles9.4.3., 9.4.9. and 9.4.11.) and for
infection with Bonamia ostreae (Articles 11.2.3., 11.2.9. and 11.2.11.). These amendments are based
on proposed draft ‘Disease X' Articles X.X.3.; X.X.9.; X.X.12. and specific assessments of
commodities currently listed in Article X.X.3.

In these Articles, reference to the assessments undertaken by the ad hoc Group is provided as a
footnote indicating where to find these assessments in the ad hoc Group report. The Aquatic Animals
Commission welcomes Member comments on these assessments.

Therevised articles are provided at Annex VI for Member comments.

2.6. Criteriato assessthe safety of aquatic animal commodities (Chapter 5.3.)

EU comment

The EU would agree with the proposed articles.
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The Aquatic Animals Commission noted that in the process of conducting the commodity assessments
(see Item 2.1.2)) the ad hoc Group on Safety of Commodities Derived from Aquatic Animals made
amendments to the text of Article5.3.1. and Article 5.3.2. The Aquatic Animals Commission agreed
with the proposed amendments.

Therevised chapters are provided at Annex V11 for Member comments.

2.7. Measures concerning international transport of aquatic animal disease agents and pathological
material (Chapter 5.9.)

EU comment

\The EU would agree with the proposed article

In their report to the Aquatic Animals Commission (Annex XXV), the ad hoc Group on the Safety of
Commodities Derived from Aquatic Animals considered Member comments on the proposed text for
Article 5.9.1. in the Aquatic Code to address the issue of biological samples preserved for diagnostic
applications.

The revised articleis provided at Annex VIII for Member comments.

2.8. Import risk analysis (Chapter 2.2.)

EU comment

\The EUwould agree with the proposed text.

The Aquatic Animals Commission considered the proposed amendments to the corresponding chapter
in the Terrestrial Code and amended the text as appropriate for the chapter on import risk analysis
(Chapter 2.2.), as part of the ongoing harmonisation of the two Codes.

The revised chapter is provided at Annex IX for Member comments.

2.9. Quality and evaluation of Competent Authorities (Chapter 3.1.)

‘EU comment
‘The EU would agree with the proposed amendments.

|Comments for the AAC consider ation have been included in Annex X of the report.

The Aquatic Animals Commission considered the proposed amendments to the corresponding
chapter in the Terrestrial Code and amended the text as appropriate for the Chapter on Quality and
Evaluation of Competent Authorities (Chapter 3.1.), as part of the ongoing harmonisation of the two
Codes.
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The revised chapter is provided at Annex X for Member comments

2.10.Zoning and compartmentalisation (Chapter 4.1.)

EU comment

With regard to which diseases should be prioritised to develop a text addressing how to
restor e disease- free statusfor a compartment, the EU would suggest:

- fish diseases: VHS, IHN, I1SA and KHV
-mollusc diseases: I nfection with Bonamia ostreae and I nfection with Martelia refringens
- crustacean disease: WSD

With regard to theinclusion of a new chapter on " application of
compartmentalisation”, it ispossiblethat the Terrestrial code mergesin a futurethis
chapter with the one on " zoning and compartmentalisation” . If thisisthe case, a
consistent approach would be needed.

I n addition several comments have been included in Annex XI and XI1.

The EU and Norway had previously commented on the absence of options for regaining freedom for
previously-free compartments after the detection of the disease in al disease specific chapters.

The Aquatic Animals Commission considered preparing general text for all disease chapters but
concluded that the conditions for restoring disease free status for a compartment needed to be disease
specific and take into account the different characteristics/factors for the different diseases. This task
will reguire a significant amount of time and effort and it was not possible for the Aquatic Animals
Commission to undertake this work during this meeting. Given the size of the task, the Aquatic
Animals Commission considered this work would need to be prioritised in order to determine which
specific disease to address first.

The Aquatic Animals Commission reviewed the texts on compartmentalisation in the Aquatic and
Terrestrial Codes and noted that the Terrestrial Code included a specific chapter on the application of
compartmentalisation (Chapter 4.4.). The Aquatic Animals Commission agreed that similar text
should be included in the Aquatic Code.

The Aquatic Animals Commission drafted a chapter on application of compartmentalisation
(Chapter 4.X.).

The new draft chapter is provided in Annex X1 for Member comments.

The Aquatic Animals Commission also amended Chapter 4.1. by removing provisions specific to
compartmentalisation as these are now included in the draft chapter 4.X.

Therevised chapter is provided in Annex X1l for Member comments.

2.11.Control of aquatic animal health hazardsin aquatic animal feed (Chapter 4.5.)

EU comment
The EU would agree with the proposed amendments.

Commentsfor the AAC consideration have been included in Annex X111 of the report.

OIE Aquatic Animal Health Standards Commission / September—October 2009




The Commission noted the advice of the OIE International Trade Department that relatively few
modifications were needed to Chapter 4.5., which had been adopted at the 77" General Session in
May 2009, to address the expanded mandate of the Commission to include food safety. The chapter
had originally been drafted along appropriate lines and needed only minor modification to explicitly
address animal production food safety. The Commission made some small modifications to the text.

The revised chapter is provided in Annex X111 for Member comments.

2.12.General obligationsrelated to certification (Chapter 5.1.)

‘EU comment
‘The EUwould agree with the proposed amendments.

|A comment for the AAC consider ation have been included in Annex X1V of the report

The Aquatic Animals Commission considered a Member comment and the proposed amendments to
the corresponding chapter in the Terrestrial Code and amended the text as appropriate for the chapter
on general obligations related to certification (Chapter 5.1.), as part of the ongoing harmonisation of
the two Codes.

The revised chapter is provided at Annex X1V for Member comments.

2.13.Certification procedur es (Chapter 5.2.)

‘EU comment
‘The EU would agree with the proposed text.

|A comment for the AAC consider ation has been included in Annex XV of thereport.

The Aquatic Animals Commission considered the proposed amendments to the corresponding chapter
in the Terrestrial Code and amended the text as appropriate for the chapter on certification procedures
(Chapter 5.2.), as part of the ongoing harmonisation of the two Codes.

Therevised chapter is provided at Annex XV for Member comments.
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2.14.Model international aquatic animal health certificates (Chapter 5.10.)

EU comment

The EU would agree with the proposed text.

The Aquatic Animals Commission considered a Member's comment on the chapter on model
international aguatic animal health certificates (Chapter 5.10.) and amended the text accordingly.

Therevised chapter is provided at Annex XV1 for Member comments.

2.15.Weélfare of farmed fish during transport (Chapter 7.2.)

EU comments
The EU can support the proposed changesin the Chapter on Transport of Fish.

A specific EU comment is presented within the text.

The Aquatic Animals Commission reviewed the text under study in Article 7.2.3. ‘[Except for disease
control purposes]’ and amended the text as follows:

The ability of the fish to cope with the stress of transport should be assessed based on health status,
previous handling and recent transport history of the fish. Generally, only fish that are fit for transport
should be loaded. [Exeeptfor Transport for disease control purposes: should be in accordance with
Chapter X.X. on the humane killing of fish for disease control purposes (in preparation); (under
study)] Only fish that are fit for transport should be loaded.

The Aquatic Animals Commission amended the title of this chapter to be consistent with the
corresponding chapter in the Terrestrial Code.

Therevised chapter is provided at Annex XVII for Member comments.

2.16. References to non-susceptible speciesin mollusc chapters

EU comment

The EU would agree with the proposed change.

The Aquatic Animals Commission agreed with the recommendation of the ad hoc Group on Safety of
Commodities Derived from Aquatic Animals that the reference to non-susceptible species in
Article X.X.3. point 1c) of the Aquatic Code chapters on Infection with Bonamia ostreae, Martellia
refringens and B. exitiosa be moved to the relevant OIE Manual of Diagnostic Tests for Aquatic
Animals chapters and requested that the OIE Scientific and Technical Department undertake this task.

2.17.Invasive alien species

EU comment

The EU would agreeto limit the scope of the Ol E Aquatic Codeto issuesunder the OIE
mandate. Nevertheless, it isnot clear in the proposed text thislimitation.

The EU would suggest an altenative wording in Annex XVII1
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Dr Sarah Kahn briefed the Commission on the preparation of a special edition of the OIE ientific
and Technical Review on Invasive Alien Species. The Commission recalled that in 2007 the OIE had
adopted references to the Code of Practice on the Introduction and Transfers of Marine Organisms of
the International Council for the Exploration of the Seas (ICES) and that these appear in all disease
specific chaptersin Article X.X.8.

The ICES Code of Practice sets forth recommended procedures and practices to diminish the risks of
detrimental effects from the intentional introduction and transfer of marine (including brackish water)
organisms.

The Commission reviewed Article X.X.8., for al disease specific chapters, and made some
modifications to clarify that the recommendation in the Aquatic Code for OIE Members to apply the
provisions of the ICES Code are limited to issues under the OIE mandate and do not extend to the
specific ICES provisions for the assessment of invasiveness when establishing measures for the
translocation of aquatic animals.

The revised Article X.X.8. for inclusion in all disease specific chapters is provided in Annex XVIII
for Member comments.

3. OIE Aguatic Animal Health Code: proposed new articles and chapters

3.1. Infection with abalone herpes-like virus (Chapter 11.X.)

EU comment

The EU would agree with the proposed text.

The Aquatic Animals Commission considered Member comments on the draft chapter on abalone
herpes-like virus and amended the text accordingly.

Several Members commented on Article X.X.1. regarding the inclusion of ‘ associated manifestations’
in the definition of infection with abalone herpes-like virus. The Aquatic Animals Commission agreed
that this definition reflected previous case definitions for abalone viral mortality complex (AVM) and
amended the text as shown below:

‘For the purposes of the Aquatic Code, infection with abalone herpes-like virus means herpes-tike

virus-associated-manifestation-Hr-abalone: any form of the abalone viral mortality complex (AVM)
caused by abalone herpes-like virus.’

Therevised chapter is provided in Annex X1X for Member comments.

3.2. Necrotising hepatopancreatitis (Chapter 9.X.)

EU comment

The EU would agree with the proposed text.

The Crustacean ad hoc Group had previously prepared a draft disease chapter for necrotising
hepatopancrestitis (NHP) which the Aquatic Animals Commission circulated to Members for
comment as part of their October 2008 Report. The Crustacean ad hoc Group considered Member
comments on that draft chapter and amended the text accordingly during the meeting of the ad hoc
Group held in June 2008 (see June 2008 Crustacean ad hoc Group report for details).

The Aquatic Animals Commission endorsed the draft chapter that will be proposed for adoption at the
78" General Session in May 2010 provided the World Assembly of Delegates adopts the listing of this
disease.

The new draft chapter is provided at Annex XX for Member comments.
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3.3. Disinfection of salmonid eggs— (new Articles: Article 10.4.X., Article 10.5.X., Article 10.9.X.)

EU comment
The EU would agree with the proposed text.

However, several commentsfor consideration can be found in Annex XXI

In their report to the Aquatic Animals Commission, the ad hoc Group on the Safety of Commodities
Derived from Aquatic Animals developed a draft new article on trade measures for disinfected
salmonid eggs for three disease chapters: vira haemorrhagic septicaemia, infectious salmon anaemia
and infectious haematopoietic necrosis (see Item 1.1.). In the case of EHNV thereislack of published
information regarding vertical transmission and the ad hoc Group recommended that a formal request
for further information be addressed to the OIE Reference Laboratories for EHNV. The Aquatic
Animals Commission requested that OIE Headquarters seek this information from the Reference
Laboratories.

The Aquatic Animals Commission reviewed the ad hoc Group’s draft text and made some minor
amendments.

The new draft Articles are provided at Annex X X1 for Member comments.

3.4. New chapter —slaughter of farmed fish for human consumption (Chapter 7.3.)

EU comments

The EU welcomes the work of the OIE for the development of a new chapter on
Slaughter of farmed fish for human consumption and encour ages the OI E to develop as
soon as possible also the Draft Chapter on Humane Killing of Fish for Disease Control
Purposesin consistency with the Terrestrial Code.

Specific EU comments ar e presented within the text.

The Aquatic Animals Commission developed a draft chapter on the slaughter of farmed fish for
human consumption. These recommendations apply to the slaughter of farmed fish species for human
consumption and address the need to ensure the welfare of farmed fish intended for human
consumption, during pre-slaughter and slaughter processes, until they are dead. The draft chapter
describes general principles that should be applied to ensure the welfare of fish for slaughter and also
applies to fish killed for disease control purposes and intended for human consumption. Specific
measures applicable to emergency killing for disease control purposes not intended for human
consumption will be addressed in Chapter 7.4. entitled “Humane killing of fish for disease control
purposes (under development)”.

The Commission discussed the use of anaesthetics to sedate fish prior to killing. In Australia, New
Zealand and Chile, isoeugenol (e.g. active ingredient in AQUI-S™) is authorised for stunning in
combination with exsanguination for slaughter of fish. The welfare aspects of pharmaceutical methods
have been recently assessed (EFSA, 2009) and stress mechanisms in relation to isoeugenol are
described in Zahl et al. (2009). The Commission also considered the recent classification of
isoeugenol by the U.S. National Toxicology Program as a carcinogen in male mice (Meinertz and
Schreier, 2009), and uncertainty regarding the possible use of this product as an immediate-release
sedative. The Commission agreed that more information on the food safety aspects of the isoeugenol
method is needed before it can be included in the chapter on slaughter of farmed fish for human
consumption.

The Commission also agreed that pharmaceutical methods used for humane killing of fish that are not

intended for human consumption would be considered for inclusion in Chapter 7.4. entitled “Humane
killing of fish for disease control purposes (under development)”.
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The new draft chapter is provided in Annex XX1I for Member comments.
4, OIE Aquatic Animal Health Code: other items
4.1. Guidance on considering species as susceptible to a disease

At its March 2009 meeting, the Aquatic Animals Commission had discussed Member requests for
clarification about the basis for deciding whether single or multiple species or entire families should
be considered as susceptible to diseases. The Commission further discussed this issue and agreed that
a conservative approach should be taken to this question. Where there was evidence supporting the
susceptibility of multiple species, and little/no evidence suggesting that species in the same genus,
family or order were resistant to infection, the Commission would assume that all species in the genus,
family or order were susceptible, pending scientific findings to the contrary.

Related to this matter, the Commission agreed on the need to develop guidance for experts to decide
which species should be listed as susceptible in Article X.X.2. for all disease specific chapters in the
Aguatic Code as well as the disease specific chapters in the Aquatic Manual.

The Commission developed a short paper for guidance of experts. The Commission noted that
application of this guidance could result in some changes to the species currently identified as
susceptible in the disease specific chapters in the Aquatic Code and Aquatic Manual. Therefore, the
Commission invited OIE Members to provide comments on the guidance paper, even though the text
is not intended for inclusion in the Aquatic Code.

This guidance document is provided at Annex XXIV for Member information.

4.2. Resistanceto antimicrobials

EU comment
The EUwould agree with the proposed text.

A comment for the AAC consideration has been included in Annex XXI1I of thereport.

Dr Kahn briefed the Commission on the work underway to address the issue of antimicrobial
resistance as this relates to aquatic animals, including arrangements to convene an ad hoc group to
review relevant information, including the current Terrestrial Code chapters, with the objective of
developing text for inclusion in the Aquatic Code. The Commission reviewed the introductory text
(Chapter 6.7. of the Terrestrial Code) and discussed the need for the ad hoc Group to also consider the
issue of antibiotic treatment of wild caught ornamental fish that are transported from developing
countries (mostly) to developed countries for sale. The current Terrestrial Code text refersto ‘animal
husbandry’ and would exclude consideration of this practice. Nonetheless, the Commission felt that
the introductory text was generally relevant to aguatic animals.
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Accordingly, the Commission made some modifications to the Terrestrial Code text (including
removing the word ‘husbandry’) for consistency with other chaptersin the Aquatic Code.

The new draft chapter giving an introduction to the recommendations for controlling antimicrobial
resistance (Chapter 6.1.) is provided in Annex X X111 for Member comments.

4.3. OIE Evaluation of Performance of Veterinary Services and other Competent Authorities

Dr Kahn updated the Aquatic Animals Commission on developments with PVS, including the
organisation of a workshop on experience in the use of the OIE PVS Tool (9-10 December 2009), to
be followed by a meeting of the ad hoc Group on the Evaluation of Veterinary Services (11 December
2009), at which necessary revisions to the PVS Tool, including any modifications needed to make it
more relevant to Aquatic Animal Health Services, would be discussed. The Commission was pleased
to note that a pilot evaluation of Aquatic Animal Health Services of an OIE Member was planned to
take place in November 2009. The findings from this mission will be considered by the ad hoc Group
in preparing the 2009 edition of the OIE PVS Tool. The Commission will continue to monitor
developments on thisissue.

5. Joint meeting with the President of the Terrestrial Animal Health Standar ds Commission

The Aquatic Animals Commission was joined by Dr Alejandro Thiermann, President of the OIE Terrestrial
Animal Health Standards Commission (the Code Commission), for a brief meeting. Dr Thiermann updated
the Aquatic Animals Commission on the Code Commission’s work on communication. He noted that in
response to Member comments the Code Commission had agreed to associate the proposed definitions
related to communication with the outline of the draft chapter on communication developed by the ad hoc
Group. The Code Commission had circulated the outline and proposed definitions to Members and invited
Members to provide comments, which would be forwarded to the ad hoc Group to be taken into account in
the further development of the chapter. The Aquatic Animals Commission appreciated the development of
recommendations on communication and agreed to adopt a parallel approach in the Aquatic Code.

Dr Thiermann provided an update on the Code Commission’s work on compartmentalisation and the
recently adopted definition for protection zone in the Terrestrial Code which incorporates the concepts that
were previously included in the buffer zone and surveillance zone. The ideais to broaden the application of
measures to protect susceptible sub-populations beyond a strict reference to physical separation and to
incorporate other protection measures. The Aquatic Animals Commission agreed to propose adoption of the
definition for protection zone in the Aquatic Code.

The Aquatic Animals Commission and Dr Thiermann agreed to continue to work together to ensure
ongoing harmonisation of the two Codes.

6. Upcoming OIE Conferences and Meetings

—  10th Conference of the OIE Regional Commission for the Middle East (25-29 October 2009, Doha,
Qatar). Dr Karim Ben Jebara to attend.

—  26th Conference of the OIE Regional Commission for Asia, the Far East and Oceania (16-21
November 2009, Shanghai, People's Republic of China. Dr Huang Jie to attend.

—  Second International Conference of OIE Reference Laboratories and Collaborating Centres (21-23
June 2010, Paris, France).

The Aquatic Animals Commission noted the upcoming conference and referred to the position paper on
‘Pathogen strain differentiation’ it had presented at the first international conference held in Florianopolis
(Brazil, 2006). The Aquatic Animals Commission agreed that this subject should be a matter for further
discussion and suggest it be a specific theme at the second conference and agreed to provide suggestions for
other topics and possible speakers to the conference organizers'.

— FAO/OIE Aquatic Biosecurity Framework for Southern Africaz A Scoping Meeting of Regional
Fisheries and Veterinary Authorities (13-14 October 2009, Namibia). Dr Mara Gonzalez to attend.
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8.

FAQO's global programme for fisheries and aguaculture focusing on country-level assistance (27-30
October 2009, Rome, Italy). Dr Gillian Mylreato attend.

OIE regional aquatic animal focal points training workshops.

Dr Kahn updated the Aquatic Animals Commission on the OIE programme to provide OIE training
workshops for aguatic animal focal pointsin al OIE regions over the next 12 to 18 months. The members of
the Commission indicated they were happy to participate in these important workshops.

OIE Manual of Diagnostic Tests for Aquatic Animals— Seventh edition 2012

Ms Sara Linnane, Scientific Editor, from the Scientific and Technical Department, joined the meeting for
agendaitems 7 and 8.

7.1.

7.2.

Review of the sixth edition and discussion on improvements

The sixth edition of the Aquatic Manual had been published in August and distributed to the
Delegates and the OIE experts. The Commission noted that the disease chapter template was quite
complex and that some of the information requested was not necessary to the scope and purpose of the
Aquatic Manual. It was agreed that the ad hoc Group on Aquatic Animal Health Surveillance would
be asked to review and simplify the template when it next meetsin February 2010.

Commission chaptersfor new listed diseases
7.2.1. Diseasesof amphibians

In May 2008, the World Assembly of Delegates adopted two diseases of amphibians for
inclusion in Chapter 1.3. of the Aquatic Code: Infection with Batrachochytrium dendrobatidis
and Infection with ranavirus. Two applications for OIE Reference Laboratories for these two
diseases had also been adopted by the World Assembly of Delegates of the OIE in May 2009.
The experts will be asked to draft Aquatic Manual chapters on the two diseases and an
introductory chapter on diseases of amphibians, which could be proposed for adoption in May
2010 and, if adopted, included in the web version of the Aquatic Manual.

7.2.2. Infection with abalone herpes-like virus

In May 2009, the World Assembly of Delegates adopted Infection with abalone herpes-like
virus in Chapter 1.3. of the Aquatic Code. It was agreed that Dr Berthe would collaborate with
experts on this disease to urgently update the disease card (by the end of November 2009) and
then draft an Aquatic Manual chapter, which could be reviewed by the Commission at its
meeting in February 2010 before being circulated to Members and presented for adoption in
May 2010 and, if adopted, included in the web version of the Aquatic Manual.

Ol E Reference Laboratories

8.1

New applicationsfor Reference Laboratory and Collaborating Centre status

An application had been received from the Atlantic Veterinary College (AVC), Centre for Aquatic
Health Science, University of Prince Edward Island, Canada for a Collaborating Centre for Aquatic
Epidemiology and Evidence-Based Health Management, and a second application had been received
from the Nationa Veterinary Institute, Department for Epidemiology, Sentrum, Norway for a
Collaborating Centre for Risk Assessment, Spatial Modelling and Control of Diseases in Farmed Fish.

The Commission advised that the following aspects of these two applications should be clarified:
details of the exact services that each Centre would provide to OlE Members, evidence of the benefits
of such services to OIE Members, and a description of how these benefits will be provided. Although
it is the intention that the two Centres to cooperate and complement each other as their field of
speciaisation does not completely overlap, a joint designation may be more appropriate. The
Commission will formulate its final opinion at its next meeting taking into account additional
information submitted.
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The Commission noted that Dr Stephen Feist would replace Dr Hill as he is the new contact point for
the OIE Collaborating Centre for Information on Aquatic Animal Diseases at the Centre for
Environment, Fisheries & Aquaculture Science (Cefas) Weymouth in United Kingdom.

8.2. Infection with abalone herpes-like virus

Following the listing of Infection with abalone herpes-like virus in May 2009, there is now a need for
an OIE Reference Laboratory for this disease. The Aquatic Animals Commission encouraged
interested Members with expertise to submit applications for OIE Reference Laboratory status through
their OIE Delegate.

8.3. Twinning proposal between laboratoriesin Canada and Chile

The Commission reviewed an application for a twinning project between laboratories for infectious
salmon anaemia in Canada and Chile. The Commission supported the application in principle but
considered that the scope of the proposed project went beyond that of atwinning project and requested
the application be amended to focus more on the normal twinning aspects as provided in the ‘ Guide to
OIE certified Laboratory Twinning Projects’.

9. Any other business

9.1. Second Global Conference on Aquatic Animal Health: ‘Contribution of Aquatic Animal Health
to Global Food Security’, provisionally July 2011 in the Asian region

All members of the Aquatic Animals Commission indicated that they would be happy to participate in
the scientific committee and look forward to receive further information on this conference.

9.2. Review of the Aquatic Animals Commission’swork plan for 2009/10

The Aquatic Animals Commission reviewed and updated their work plan, which is provided at
Annex XXVII for Members’ information.

10. Date of the next meeting

22-26 February 2010.

.../Annexes
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Annex |
MEETING OF THE OIE

AQUATIC ANIMAL HEALTH STANDARDS COMMISSION
Paris, 28 September—2 October 2009

Adopted agenda

Welcome from the Director General

1. Activities and progress of ad hoc Groups

1.1.

1.2.

Report of the ad hoc Group on Safety of Commodities Derived from Aquatic Animals -
August 2009

Report of the ad hoc Group on Crustacean Diseases — electronic meeting — 2009

2. OIE Aquatic Animal Health Code — amendments to existing chapters

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

2.9.

General comments

Glossary

Diseases listed by the OIE (Chapter 1.3.)

Example Articles X.X.3., X.X.9. and X.X.12.

Criteria to assess the safety of aquatic animal commodities (Chapter 5.3.)

Amended text for epizootic haematopoietic necrosis (Articles 10.1.3., 10.1.9. and
10.1.12.), Taura syndrome (Articles 9.4.3., 9.4.9. and 9.4.11.) and infection with
B. ostreae (Articles 11.2.3.,11.2.9.and 11.2.11.)

Measures concerning international transport of aquatic animal disease agents and

pathological material (Chapter 5.9.)

Import risk analysis (Chapter 2.2.).

Quality and evaluation of Competent Authorities (Chapter 3.1.)
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2.10. Zoning and compartmentalisation

2.11. Control of aquatic animal health hazards in aquatic animal feed (Chapter 4.5.)

2.12. General obligations related to certification (Chapter 5.1.)

2.13. Certification procedures (Chapter 5.2.)

2.14. Model international aquatic animal health certificates (Chapter 5.10.)

2.15. Welfare of farmed fish during transport (Chapter 7.2.)

2.16. References to non-susceptible species in mollusc chapters

2.1.7. Invasive alien species

3. OIE Aquatic Animal Health Code — proposed new articles and chapters

3.1. Infection with abalone herpes-like virus (Chapter 11.X.)

3.2. Necrotising hepatopancreatitis

3.3. Disinfection of salmonid eggs — (Article 10.4.X., Article 10.5.X. and Article 10.9.X.)

3.4. New welfare chapters

4. OIE Aquatic Animal Health Code — other items

4.1.  Guidance on considering species as susceptible to diseases

4.2, Resistance to antimicrobials

4.3.  OIE Evaluation of Performance of Veterinary Services and other Competent Authorities

5. Joint meeting with the President of the OIE Terrestrial Animal Health Standards Commission

6. OIE Conferences and Meetings
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7. OIE Manual of Diagnostic Tests for Aquatic Animals — Seventh edition 2011
7.1. Review of the sixth edition and discussion on improvements
7.2. Commission chapters for new listed diseases
7.2.1. Diseases of amphibians
7.2.2. Infection with abalone herpes-like virus
8. OIE Reference Laboratories
8.1. New applications for Reference Laboratory and Collaborating Centre status
8.2. Infection with abalone herpes-like virus
8.3. Twinning proposal between laboratories in Canada and Chile
9. Any other business

9.1. Second Global Conference on Aquatic Animal Health: ‘Contribution of Aquatic Animal
Health to Global Food Security’

9.2. Review of the Aquatic Animals Commission’s work plan for 2009/10

12. Date of the next meeting
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Annex Il

GL OSSARY

EU comment
1) Definition of feed additives

The proposed definition is

" Feed additives. means any intentionally added ingredient not normally consumed as feed
by itself, whether or not it has nutritional value or other effect on the animal, which affects
the characteristics of feed of the animal products. Microorganisms, enzymes, pH
regulators, trace elements, vitamins and other products fall within the scope of this
definition depending on the purpose of use and method of administration. This excludes
veterinary drugs’ .

However, it seemsthat in thethird line after " feed" thereisan " or" missing.
Additionally we would proposeto start the second sentencewith " In particular, ..."
becausethisisnot an exhaustive list of substances. Therefore the prosed new definition
would read:

"Feed additives: means any intentionally added ingredient not normally consumed as feed by
itself, whether or not it has nutritional value or other effect on the animal, which affects the
characteristics of feed or of the animal products. I n particular, microorganisms, enzymes, pH
regulators, trace elements, vitamins and other products fall within the scope of this definition
depending on the purpose of use and method of administration. This excludes veterinary
drugs'.

2) Definition of susceptible species: For the sake of clarity, the Code would benefit from
onesinglelist of susceptible speciesin Article X.X.2 of the disease specific chapters
instead of having two different listsin the Manual and the Code. A practical problem
that may arise aswell, isthat because of the different timing for new editions of the
Manual and Code, both list may have subtantials differ ences causing problems of

inter pretation.

3) Definition of emerging disease

The proposed definition would benefit of areferenceto the possibility of detecting a
known pathogen in a new host. We propose the following amendment highligthed):

means a newly recognised infection resulting from the evolution or change of an existing
pathogenic, or of a host, a known infection spreading to a new geographic area or population,
or a previously unrecognised pathogenic agent or disease diagnosed for the first time and which
has a significant impact on aquatic animal or public health.
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Protection zone

means a gone established to protect the health status of aguatic animals in a free country or free zone,
from those in a country or zone of a different aguatic animal health status, using measures based on the
epidemiology of the disease under consideration to prevent spread of the causative pathogenic agent
into a free country or fiee zone. These measures may include, but are not limited to, vaccination,
movement control and an intensified degree of surweillance.

-Central BureauHeadquarters
means the Permanent Secretariat of the World Organisation for Animal Health which-headquarters
are located at:

12, rue de Prony, 75017 Paris, France
Telephone: 33-(0)1 44 15 18 88

Fax: 33-(0)1 42 67 09 87

Electronic mail: oie@oie.int

WWW: http:/ /www.oie.int

Competent Authority

means the Veterinary Authority or other Governmental Authority of an OIE Member having the

responsibility and competence for ensuring ot supervising the implementation of aquatic animal
health and welfare _measures, international health certification and other standards and

recommendations in the Aguatic Code in the whole territory.

Early detection system
means an efficient system for ensuring the rapid recognition of signs that are suspicious of a /Zsted
disease, ot an emerging disease situation, or unexplained mortality, in aguatic animals in an aguaculture
establishment or in the wild, and the rapid communication of the event to the Competent Authority, with
the aim of activating diagnostic investigation with minimal delay.

Such a system will include the following characteristics:

a) broad awareness, e.g. among the personnel employed at aguaculture establishments or involved in
processing, of the characteristic signs of the /sted diseases and emerging diseases,

b)  wveterinarians or aquatic animal health speeialists professionals trained in recognising and reporting

suspicionss of disease occurrence;

c) ability of the Competent Authority to undertake rapid and effective disease investigation based on
a national chain of command;

Annex I11 (contd)

d) access by the Competent Aunthority to laboratories with the facilities for diagnosing and
differentiating /sted diseases and emerging diseasess;

e) the legal obligation of private weferiparians or aquatic animal health professionals to report

uspicions of disease occurrence to the [Veterinary Authority or other Competent Authority.

Emerging disease
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means a newly recognised infection resulting from the evolution or change of an existing pathogenic
agent, a known sufection spreading to a new geographic area or population, or a previously
unrecognised pathogenic agent or disease diagnosed for the first time and which has a significant
impact on aguatic animal or public health.

means any intentionally added ingredient not normally consumed as feed by itself, whether or not it
has nutritional value or other effect on the gnimal, which affects the characteristics of feed of the
animal_products. Microorganisms, enzvmes, pH regulators, trace elements, vitamins and other
products fall within the scope of this definition depending on the purpose of use and method of
administration. This excludes veterinary drugs.

Hazard

means a biological, chemical or physical agent in, or a condition of, an aguatic animal ot aguatic animal
product with the potential to cause an adverse effect on aguatic animalhealth or public health,

Infected zone
means a gone in which a disease has been diagnosed. The #nfected zome must be clearly defined by the
Competent Authority(ies) concerned and may be separated from the rest of the country by a dufer

protection one.

International aquatic animal health certificate

means a certificate, issued in conformity with the provisions of Chapter 5.10., describing the aguatic
animal health and/or public health requirements which are fulfilled by the exported commodities.
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Pathological material

means samples obtained from live or dead aguatic animals, containing or suspected of containin

infectious or parasitic agents, to be sent to a laboratory.

Susceptible species
means a species of aguatic animal in which infection has been demonstrated by natural cases or by
experimental exposures to the disease agent that mimics the natural pathways for infection. Each disease
chapter in the Aguatic Code and Aqguatic Manual contains a list of currently known susceptible species.

Veterinary Services

means the governmental and non-governmental organisations that implement animal health and
welfare measures and other standards and recommendations in the OIE Codes in the territory. The

terinary Services are under the overall control and direction of the terinary Authority. Private

sector organisations, veferinarians, veterinary paraprofessionals or aquatic animal professionals are
normally accredited or approve the VVeterinary Authority to deliver the delegated functions.

—  textdeleted
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CHAPTER 1. 3.

DI SEASES LI STED BY THE OI E

EU comment

The EU would agree with the definitive listing of necrotising hepatopancreatitisas an
OIE disease.

Preamble: The following diseases are listed by the OIE according to the critetia for listing an aguatic animal
disease (see Article 1.2.1.) or criteria for listing an emerging aguatic animal disease (see Article 1.2.2.).

Article 1.3.1.

The following diseases of fish are listed by the OIE:

- Epizootic haematopoietic necrosis
- Infectious haematopoietic necrosis
- Spring viraemia of carp

- Viral haemorrhagic septicaemia

- Infectious salmon anaemia

- Epizootic ulcerative syndrome

- Gyrodactylosis (Gyrodactylus salaris)
- Red sea bream iridoviral disease

- Koi herpesvirus disease.

Article 1.3.2.
The following diseases of molluscs are listed by the OIE:

- Infection with Bonamia ostreae

- Infection with Bonamia exitiosa

- Infection with Marteilia refringens

- Infection with Perkinsus marinus

- Infection with Perkinsus olsen:

- Infection with Xenohaliotis californiensis

- Infection with abalone herpes-like virus.

Article 1.3.3.
The following diseases of crustaceans are listed by the OIE:
- Taura syndrome
- White spot disease

- Yellow head disease
- Infectious hypodermal and haematopoietic necrosis
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- Crayfish plague (Aphanomyces astaci)

- Necrotising hepatopancreatitis *

- Infectious myonecrosis

- White tail disease

- Milky haemolymph disease of spiny lobsters (Panulirus spp.) 1.

Article 1.3.4.
The following diseases of amphibians are listed by the OIE:

- Infection with Batrachochytrium dendrobatidis
Infection with ranavirus.

—  text deleted

1. Listing of this disease is under study.
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Annex V

REVI SED ARTI CLES X. X. 3. AND X. X. 9.
AND X. X. 12.

AN EXAMPLE (DI SEASE X)
TO BE APPLI ED ACROSS ALL DI SEASE CHAPTERS
(SECTI ONS 8, 9, 10 AND 11)

EU comment

The EU would agree with the proposed example provided the following comment is
taken into consideration:

Article X.X.3

1) Thetitle of thisarticleis" Importation or transit of aquatic animal productsfor any
purpose regar dless of the Disease X status of the exporting country, zone or
compartment” meaning that it only addreses theimports of products. However points 2
and 3 of the article deal with commoditiesincluding live animals. Ther efor e, we suggest
thisnew title:

"Importation or transit of live aquatic animals and aquatic animal productsfor any
purpose regar dless of the Disease X status of the exporting country, zone or
compartment"

2) Point 2 and 3 refersto the fact that Competent Authorities may require conditions
relevant to the Disease X. Thisisnot in linewith thetitle of the Article which refersto
importation regardless of the Disease X status.

We would suggest splitting hisarticlein two articles: one containing point 1 and the
other containing points 2 and 3.

3) Point 3 reads asfollows:

When considering the importation or transit of a commodity from an exporting country, gone or
compartment not declared free of Disease X from a species not covered in Article X.X.2. but which could
reasonably be expected to pose a risk of transmission for Disease X, Competent Authorities should conduct a
risk analysis in accordance with the recommendations in the Aguatic Code. The exporting country should be
informed of the outcome of this assessment.

We propose the following rewor ding (highlighted):

When considering the importation or transit of a commodity from an exporting country, gone ot
compartment not declared free of Disease X of a species not covered in Article X.X.2. but which could
reasonably be expected to pose a risk of transmission for Disease X, Competent Authorities should conduct a
risk analysis in accordance with the recommendations in the Aguatic Code. The exporting country should be
informed of the outcome of this assessment.
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Article X.X.9

In point 2 of thisArticlethereisareferenceto thetreatment of effluentsin a way that
ensur e inactivation of pathogens. Thetext would benefit of a referenceto the Code
Chapter 4.2 on " General Recommendations on disinfection”

Article X X 3.

Importation or transit of aquatic animal products for any purpose regardless of the Disease X
status of the exporting country, zone or compartment

1.

Competent Anthorities should not require any Disease X related conditions, regardless of the Disease X
status of the exporting country, zome or compartment when authorising the importation or transit of the
tollowing commodities from the species referred to in Article X.X.2. intended for any purpose and
complying with Article 5.3.1.:

[)) aquatic animal product(s). As currently listed in the Aguatic Code for each disease specific chapter.
This list is considered under study until specific assessments have been completed and
adopted.* | (under study)

When authorising the importation or transit of commodities of a species referred to in Article X.X.2,,
other than those referred to in point 1 of Article X.X.3., Competent Authorities should require the
conditions prescribed in Articles X.X.7. to X.X.12. relevant to the Disease X status of the exporting
country, one Or compartiment.

When considering the importation or transit of a commodity from an exporting country, zone or
compartment not declared free of Disease X from a species not covered in Article X.X.2. but which
could reasonably be expected to pose a risk of transmission for Disease X, Competent Authorities
should conduct a 7isk analysis in accordance with the recommendations in the Aguatic Code. The
exporting conntry should be informed of the outcome of this assessment.

[..]

Article X X 9.

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

When importing, for processing for human consumption, live aguatic animals and aquatic animal products of
the species referred to in Article X.X.2. from a country, gone ot compartment not declared free from Disease
X, 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 guarantine or containment facilities for processing
to one of the products referred to in point 1 of Article X.X.3., or products described in point 1 of
Article X.X.12., or other products authorised by the Competent Authority; and

all effluent and waste material from the processing are treated in a manner that ensures inactivation
of Disease agent X or is disposed in a manner that prevents contact of waste with susceptible species.
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Annex V (contd)

For these commodities Members may wish to consider introducing internal measures to address the risks
associated with the commodity being used for any purpose other than for human consumption.

[..]

Article X X 12. (fish chapters) /Article X X 11. (rollusc and crustacean chapters)

Importation of live aquatic animals and aquatic animal products for retail trade for human
consumption from a country, zone or compartment not declared free from Disease X

1. Competent Authorities should not require any Disease X related conditions, regardless of the Disease X
status of the exporting country, zone or compartment when authorising the importation or transit of the
tollowing commodities which have been prepared and packaged for retail trade and complying with
Article 5.3.2.:

[) commodity (s). As currently listed in the Aquatic Code for each disease specific chapter. This list
is considered under study until specific assessments have been completed and adopted.*] (under
study)

For these commodities Members may wish to consider introducing internal measures to address the
risks associated with the commodity being used for any purpose other than for human consumption.

2. When importing live aguatic animals or aguatic animal products, other than those referred to in point 1
above, of the species referred to in Article X.X.2. from a countty, gone or compartment not declared
free from Disease X, the Competent Authority of the importing country should assess the risk and apply
appropriate 7Zs& mitigation measures.

Il %

the highlighted text is an explanatory note only.
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Annex VI

CHAPTER 10. 1.

EPI ZOOTI C HAEMATOPOI ETI C NECROSI S

EUcomment

The EU would agree with the proposed text.

Article 10.1. 3.

Cemmoedities-Importation or transit of aquatic animal products for any purpose regardless of the
EHN status of the exporting country, zone or compartment

\' aathe o pOttation—ot—tra o olleswing—rommodities—the Competent Authorities
should not require any EHN related conditions, regardless of the EHN status of the exporting country,

gone or compartment when authorising the importation ot transit of the following comupodities from the
species referred to in Article 10.1.2. intended for any purpose and complying with Article 5.3.1.:

- fish skin leather! -made

i) pasteurised products? and-semeready-to-eatrneals; and

iif)  fish oil’; and

iv) fish meat intended-foruseinfied-

' Refer to page 20 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
2 Refer to page 21 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
® Refer to page 22 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
* Refer to page 22 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
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Annex VI (contd)

2. When authorising the importation or transit of commodities of a species referred to in Article 10.1.2.,
other than those referred to in point 1 of Article 10.1.3., the Competent Authorities should require the
conditions prescribed in Articles 10.1.7. to 10.1.12. relevant to the EHN status of the exporting country,
gone O compariment.

3. When considering the importation/ ot transit of a commodity from an exporting country, zone ot
compartment not declared free of EHN efalivessmmodsy from a species not covered in Article 10.1.2.
but which could reasonably be expected to pose a risk of transmission be-a—potentalmeechanieal
veetor for EHN, the Competent Authorities should conduct a risk analysis in accordance with the
recommendations in the Aguatic Code. The excporting country should be informed of the outcome of this
assessment.

Article 10.1.9.

Importation of live aquatic animals and aquatic animal products for processing for human
consumption from a country, zone or compartment not declared free from epizootic
haematopoietic necrosis

When importing, for processing for human consumption, live aguatic animals and_aquatic animal products of
the species referred to in Article 10.1.2. from a country, gone or compartment not declared free from EHN,
the Competent Authority of the importing conntry should assess the risk and, if justified, require that:

1. the consignment be is delivered directly to and held in guarantine or containment facilities for slaughter
and processing to one of the products referred to in point 1 of Article 10.1.3., or products described
in point 1 of Article 10.1.12., or other products authorised by the Competent Authority; and

2. all effluent and waste material from the processing are treated in a manner that ensures inactivation of
EHNYV or is disposed in a manner that prevents contact of waste with susceptible species.

For these commodities OHE Members may wish to consider introducing internal measures to address the

risks associated with the commodity presvent—sueh—rommodities being used for any purpose other than for

human consumption.

Article 10.1.12.

Importation of live aquatic animals and aquatic animal products for retail trade for human

consumption from a country, zone or compartment not declared free from epizootic
haematopoietic necrosis

1. Competent Authorities should not require any EHV related conditions, regardless of the EHV status of
the exporting country, zone or compartment when authorising the importation or transit of the following
commodities which have been prepared and packaged for retail trade and complving with Article 5.3.2.:
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Annex V1 (contd)

i) fillets ot steaks eutlets (chilled or frozen)S; and

i)  artificially dried eviscerated fish’ Gaeladine—airdried—Harme dried-and-sun-dried).

For these commodities Members may wish to consider introducing internal measures to address the
risks associated with the commodity being used for any purpose other than for human consumption.

2. When importing live aguatic animals and aqguatic animal products, other than those referred to in point 1

above, of the species referred to in Article 10.1.2. from a country, gome or compartment not declared
free from EHV, the Competent Authority of the importing country should assess the risk and apply
appropriate 7is& mitigation measures.

—  text deleted

° Refer to page 23 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
® Refer to page 24 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
" Refer to page 24 and 25 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
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Annex V1 (contd)

CHAPTER 9. 4.

TAURA SYNDROME

EUcomment

The EU would agree with the proposed text.

Article 9.4.3.

Cemmedities Importation or transit of aquatic animal products for any purpose regardless of the
Taura Syndrome status of the exporting country, zone or compartment

\4 a4 o 3 wing—ommodires—thae Competent Authorities
should not require any TS related conditions, regardless of the TS status of the exporting country, one
ot compartment when authorising the importation or transit of the following commodities from the

species referred to in Article 9.2.2. intended for any purpose and complving with Article 5.3.1.:

- beiled-cooked products?®
i) canned products; ° et pasteurised-produets 1 and-someready-to-eatmeals; and

iii) crustacean oilll; and

iv) crustacean meal? intended-foruseinfocd,

#y) chemically extracted chitin!3.

8 Refer to page 33 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
° Refer to page 32 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
'° Refer to page 31 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
" Refer to page 29 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
"2 Refer to page 28 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
3 Refer to page 30 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.

' Refer to page 28 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
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2. When authorising the importation or transit of the commodities of a species referred to in Article 9.4.2.,
other than those listed in point 1 of Article 9.4.3., the Competent Authorities should require the
conditions prescribed in Articles 9.4.7. to 9.4.11. relevant to the TS status of the exporting country, one
Of compartment.

3. When considering the importation/ or transit of a commodity from an exporting country, zone ot
compartment not declared free of TS ef-a—rssmmodity of from a species not covered in Article 9.4.2. but

which could reasonably be expected to pose a risk of transmission be-a-peotential-mechaniealveeter
tor TSV, the Competent Aunthorities should conduct a risk analysis in accordance with the

recommendations in the Aguatic Code. The excporting country should be informed of the outcome of this
assessment.

[..]
Article 9.4.9.

Importation of live aquatic animals and aquatic animal products for processing for human

consumption from a country, zone or compartment not declared free from Taura syndrome

When importing, for processing for human consumption, live aguatic animals and_aguatic animal products of

the species referred to in Article 9.4.2. from a country, gone or compartment not declared free from TS, the
Competent Authority of the importing country should assess the risk and, if justified, require that:

1. the consignment be is delivered directly to and held in guarantine or containment facilities iselation
antl for processing andfer—eensumption; to _one of the products referred to in point 1 of

Article 9.4.3., or products described in point 1 of Article 9.4.11., or other products authorised by the
Competent Authority, and
2. all effluent;-dead—wguaticanimsts and waste materials from the processing be are treated in a manner

that ensures inactivation of TSV or is disposed in a manner that prevents contact of waste with
susceptible species.

For these commodities S Members may wish to consider introducing internal measures to address the
risks associated with the prevent—suehk commuoditiesy being used for any purpose other than for human
consumption.

Article 9.4.11.

Importation of live aquatic animals and aquatic animal products for retail trade for human
consumption from a country, zone or compartment not declared free from Taura syndrome

1. Competent Authorities should not require any TS related conditions, regardless of the TS status of the
exporting country, one or compartment when authorising the importation or transit of the following

commodities which have been prepared and packaged for retail trade and complying with Article

) frozen, peeled shrimp (shell off, head off)] (under study)'.

'S Refer to page 35 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.

OIE Aquatic Animal Health Standards Commission / September—October 2009



35

Annex V1 (contd)

For these commodities Members may wish to consider introducing internal measures to address the
risks associated with the commodity being used for any purpose other than for human consumption.

When importing five aquatic animals or aguatic animal products,_other than those referred to in point 1

above, of the species referred to in Article 9.4.2. from a country, zone or compartment not declared free
from TS, the Competent Authority of the importing country should assess the risk and apply appropriate
risk mitigation measures.

>

—  text deleted
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Annex V1 (contd)

CHAPTER 11. 2.

| NFECTI ON W TH BONAMI A OSTREAE

EU comment

The EUwould agree with the proposed text.

Please correct the following crosss-referencein Article 11.2.3. point 2 (highlighted)

2. When authorising the importation or transit of commodities of a species referred to in Article 11.2
2., other than those referred to in point 1 of Article 11.2.3., the Competent Authorities should require the

conditions prescribed in Articles 11.2.7. to 11.2.11. relevant to the B. ostreae status of the exporting country,
gone Or compartment.

-]

Article 11.2.3.

Cemmedities Importation or transit of aquatic animal products for any purpose regardless of the
B. ostreae status of the exporting country, zone or compartment

o Competent Authorities
the B. ostreae status of the exporting

ad

should not require any B. ostreae related conditions, regardless of

country, ome or compartment when authorising the importation or transit of the following commodities

from the species referred to in Article 11.2.2. intended for any purpose and complying with
Article 5.3.1.2

'® Refer to page 39 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
' Refer to page 39 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
'8 Refer to page 40 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.

"9 Refer to page 40 of Annex XXV for the assessment of this product undertaken by the ad hoc Group.
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2. When authorising the importation or transit of commodities of a species referred to in Article 11.1.2,,
other than those referred to in point 1 of Article 11.2.3., the Competent Authorities should require the
conditions prescribed in Articles 11.2.7. to 11.2.11. relevant to the B. ostreae status of the exporting
country, one Or compartment.

3. When considering the importation/ ot transit_of a commodity from an exporting country, zone ot
compartment not declared free of infection with B. ostreae ef—a—ommodity from bivalve a species not
covered in Article 11.2.2. eriapointterofArtele44-23- but which could reasonably be expected to
pose a risk of transmission be-a—potential-mechantiealeetor for B. ostreae, the Competent Authorities

should conduct a 7isk analysis in accordance with the recommendations in the Aguatic Code. The
exporting country should be informed of the outcome of this assessment.

Article 11.2.9.

Importation of live aquatic animals and aquatic animal products for processing for human
consumption from a country, zone or compartment not declared free from B. ostreae

When importing, for processing for human consumption, live aguatic animals and aquatic animal products of
the species referred to in Article 11.2.2. from a country, gome ot compartment not declared free from B. ostreae,
the Competent Authority of the importing conntry should assess the sk and, if justified, require that:

1. the consighment be is delivered directly to and held in guarantine or containment facilities wat for
processing and/foreonsampton to one of the products referred to in point 1 of Article 11.2.3., ot

products described in point 1 of Article 11.2.11., or other products authorised by the Competent
Auwuthority, and

2. all effluent and waste material from the processing are treated in a manner that ensures inactivation of

B. ostreae ot is disposed in a manner that prevents contact of waste with susceptible species.

For these commodities Members may wish to consider introducing internal measures to address the risks

associated with the commodity being used for any purpose other than for human consumption.

Article 11.2.11.

Importation of live aquatic animals and aquatic animal products for retail trade for human
consumption from a country, zone or compartment not declared free from B. ostreae
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1. Competent Authorities should not require any B. ostreae related conditions, regardless of the B. ostreae
status of the exporting country, zone or compartment when authorising the importation or transit of the

following commodities which have been prepared and packaged for retail trade and complying with
Article 5.3.2.:

1)  efftheshell oyster meat (chilled or frozen);
i)  half-shell (chilled or frozen).

For these commodities Members may wish to consider introducing internal measures to address the
risks _associate ith the commod: eing used for an urpose other than for human

consumption.Annex V1 (contd)

2. When importing /e aguatic animals or aguatic animal products, other than those referred to in point 1

above, of the species referred to in Article 11.2.2. from a country, zone or compartment not declared free
from B. ostreae, the Competent Authority of the importing country should assess the risk and apply
appropriate risk mitigation measures.

—  text deleted
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Annex VII

‘ﬁ

CHAPTER 5. 3.

CRI TERI'A TO ASSESS THE SAFETY OF
AQUATI C ANI MAL COMMODI TI ES

EU comment

|The EU would agree with the proposed text. |

In the context of this chapter the word safety is applied only to animal health considerations for OIE
listed diseases.

Article 5.3. 1.

Criteria to assess the safety of aquatic animal products eemmedities irrespeetive regardless of
ecountry disease status

In all disease chapters, point 18 of Article X.X.3. lists eommodities aquatic animal products that can be traded
irrespeetive regardless of eeuntry disease status. The criteria for inclusion of ssmmedities aquatic animal
products in point 18 of Article X.X.3. are based on the absence of the disease agent in the traded eommodsty
aquatic animal product or inactivation of the disease agent by treatment or processing,.

The assessment of the safety of the eommodity aquatic animal product using the criteria relating to treatment or
processing can only be undertaken where treatments or processing are well defined. It may not be
necessary to provide details of the entire treatment or process undertaken. However, the steps considered
critical in the inactivation of the disease agent of concern should be detailed.

It is assumed that treatment or processing (i) uses standardised protocols, which include the steps
considered critical in the inactivation of the disease agent of concern; (ii) is conducted according to Good
Manufacturing Practices; and (iii) that any other steps in the treatment, processing and subsequent

handling of the ssmmodity aguatic animal product do not jeopardise the safety of the traded sommodity aguatic
animal product.

For an cemmodity aquatic animal product to be considered safe for international trade under the provisions of
-lArticle X.X.3., it should comply with the following criteria:

1. Absence of disease agent in the traded eommodity agquatic animal product:

a) There is strong evidence that the disease agent is not present in the tissues from which the

tommrodity aquatic animal product is derived.

AND
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b) The water (including ice) used to process or transport the sommodity aquatic animal product is not

contaminated with the disease agent and the processing prevents cross contamination of the

tommrodity aquatic animal product to be traded.OR

2. Even if the disease agent is present in, or contaminates the tissues from which the sommodity aquatic
animal product is detived, the treatment or processing to produce the commeodity aquatic animal product to

be traded inactivates the disease agent:

a)  physical (e.g. temperature, drying, smoking);
AND/OR

b) chemical (e.g. iodine, pH, salt, smoke);
AND/OR

c) biological (e.g. fermentation).

Article 5.3.2.

Criteria to assess the safety of live aquatic animals or of aquatic animal products destined for

retail trade for human consumption from a country, zone or compartment not declared free of a
irrespeetive-of country disease status

In all disease chapters, point 1B} of Article X. X 128, (fiShidiscase’chapters) and, Article XTI (miolluse
lists live aguatic animals or_aguatic animal products for retail trade destined

for human consumption. The criteria for inclusion of live aguatic animals ot aquatic animal products in
point 1By of Article X. X128, include consideration of the form and presentation of the product, the
expected volume of waste tissues generated by the consumer and the likely quantity of viable disease agent
in the waste.

For the purpose of this criterion retail means the selling or provision of live aguatic animals ot aguatic animal
products directly to the consumer with the intended purpose of human consumption. The retail pathway
may also include wholesale distribution of the products provided they are not further processed by the
wholesale distributor or the retailer, i.c. ate not subjected to actions such as gutting, cleaning, filleting,
freezing, thawing, cooking, unpacking, packing or repackaging.

It is assumed that:

(@) the live aguatic animals ot aguatic animal products s are used for human consumption only;

(i) waste mayv not always be handled in an appropriate manner that mitigates the introduction of the
disease agent. The level of risk is related to the waste disposal practices in each Member’s country or
territory;

(itf) treatment or processmg prlor to 1mportat10n {1} ﬁﬁéﬁ—&fﬁﬂdﬁfﬁhﬁéd—pf&f@e@lﬁ%teh—tﬁel&ée—ﬂﬁe—ﬁeﬁs

is conducted according to

Good Manufacturmg Practlces—and {m}

(iv) that any other steps in the treatment, processing and subsequent handling of the live aguatic animals ot
aquatic animal products prior to importation do not jeopardise the safety of the traded live aguatic animals
ot aguatic animal products.

For live aguatic animals ot aguatic animal products to be considered safe for international trade under the

rovisions of point 1 of Article X.X 128.
, it should comply with the following criteria:
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Annex VII (contd)

1. the fve aguatic animals ot aguatic animal product is prepared and packaged for retail trade for human
consumption; AND

EITHER
2. itincludes only a small amount of waste tissues;

OR

ay  the disease agent is not normally found in the waste tissuess,

—  text deleted
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Annex VIII

CHAPTERS. 9.

MEASURES CONCERNI NG | NTERNATI ONAL
TRANSPORT OF AQUATI C ANI MAL DI SEASE
AGENTS AND PATHOLOGI CAL MATERI AL

EU comment

The EU would agree with the proposed text.

Article 5.9.1.
Introduction

There is the risk that disease may occur as a result of the accidental release of aguatic animal pathogens
during international transport of packaged materials. Such pathogens may already occur in the country or
they may have been imported deliberately or inadvertently. It is therefore necessary to have in place
measutres to prevent their accidental release. These measures may be applied at national borders by
prohibiting or controlling the importation of specified aguatic animal pathogens ot pathological material,
which may contain them.

Competent Authorities should not require sauitary measures for biological samples preserved for diagnostic
applications that are treated in such a manner as to inactivate the disease qgent and-—will-not-enusewgnatic

Article 5.9. 2.

(-]

—  text deleted
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CHAPTER 2. 2.

| MPORT RI SK ANALYSI S

EU comment

|The EU would agree with the proposed text. |

Article 2.2.3.

Principles of risk assessment

1. Risk assessment should be flexible to deal with the complexity of real life situations. No single method
is applicable in all cases. Risk assessment must be able to accommodate the variety of animal commodities,
the multiple hazards that may be identified with an importation and the specificity of each disease,
detection and surveillance systems, exposure scenarios and types and amounts of data and information.

2. Both qualitative risk assessment and quantitative risk assessment methods are valid. Adthough—euantitative

arttethat—pron 5

—  text deleted

OIE Aquatic Animal Health Standards Commission / September—October 2009



Annex X

CHAPTER 3. 1.

QUALITY OF COMPETENT AUTHORI TI ES

EU comment
The EU would agree with the proposed amendments

1) With regard to Article 3.1.2, point 6 we would propose the deletion of thereference to
"animal identification system, asthis may be applicableto terrestrial animals but not to
aquatic animals.

2) With regard to article Article 3.1.5, it would be helpful if AAC explainsthe procedure
to select the experts

Article 3.1.1.

The quality of Competent Authorities depends on multiple factors that include fundamental principles of an
ethical, organisational, legislative and technical nature. Competent Authorities should conform to these
fundamental principles, regardless of the political, economic or social situation of their country.

Compliance with these fundamental principles by the Competent Authority of an OIE Member Country or
Territory (Member) is important to the establishment and maintenance of confidence in its international
aquatic animal health certificates by Competent Authorities of other Members.

These fundamental principles are presented in Article 3.1.2. Other factors affecting the quality of Competent
Authorities are described in the Aguatic Code (notification, principles of certification, etc.).

The quality of Competent Authorities, including aquatic animal health legislation, can be measured through an
evaluation, the general principles of which are described in Article 3.1.3. and in Article 3.1.4.

A procedure for evaluating Competent Authorities by OIE experts, on a voluntary basis, is described in
Article 3.1.5.

Article 3.1.2.
Fundamental principles of quality
Competent Authorities should comply with the following principles to ensure the quality of their activities:

1. Professional judegement

The personnel of Competent Authorities should have the relevant qualifications, scientific expertise and
experience to give them the competence to make sound professional judgements.

2. Independence

Care should be taken to ensure that the Competent Authority personnel are free from any commercial,
financial, hierarchical, political or other pressures which might affect their judgement or decisions.

3. Impartiality
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Competent Anthorities should be impartial. In particular, all the parties affected by their activities have a
right to expect their services to be delivered under reasonable and non-discriminatory conditions.

Integrity

Competent Authorities should guarantee that the work of each of their personnel is of a consistently
high level of integrity. Any fraud, corruption or falsification should be identified, documented and
corrected.

Objectivity

Competent Authorities should at all times act in an objective, transparent and non-discriminatory
manner.

Aquatic animal health legislation

Aquatic animal health legislation is a fundamental element of quality as it supports good governance

and provides the legal framework for all key activities of the Competent Authority.

Legislation should be suitably flexible to allow for judgements of equivalence and efficient response

to changing situations. In particular, it should define and document the responsibilities and structure
of the organisations in charge of the animal identification system, control of aguatic animal/ movements,
aquatic animal disease control and reporting systems, epidemiological surveillance and communication
of epidemiological information.

A similar demonstration should be made ompetent Authorities when they are in charge of veterina

public health activities.

General organisation

Competent Authorities must be able to demonstrate by means of an appropriate legislation regulaters
framewortk, sufficient financial resources and effective organisation that they are in a position to have
control of the establishment and application of aquatic animal health measures, and of international

aquatic animal health certification activities. The—regulatoryframeworkshould-besuitablyflexibleto

Competent Anthorities should have at their disposal effective systems for aguatic animal disease surveillance,
diagnosis and notification of disease problems that may occur in the national zerritory, in accordance with
the provisions of the Aguatic Code. They should at all times endeavour to improve their performance
in terms of aguatic animal health information systems and aquatic animal disease control.

Competent Anthorities should define and document the responsibilities and structure of the organisation
(in particular the chain of command) in charge of issuing znternational aguatic animal health certificates.

Each position within the Competent Authority that has an impact on their quality should be described.

These job descriptions should include the requirements for education, training, technical knowledge
and expetience.

Quality policy
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Competent Anthorities should define and document their policy and objectives for, and commitment to,
quality, and should ensure that this policy is understood, implemented and maintained at all levels in
the organisation. Where conditions allow, they may implement a quality system corresponding to
their areas of activity and appropriate for the type, range and volume of work that they have to
perform. The recommendations provided in this chapter describe a suitable reference system, which
should be used if a Member chooses to adopt a quality system.Annex X (contd)

Procedures and standards

do
IND

Competent Authorities should develop and document appropriate procedures and standards for all
providers of relevant activities and associated facilities. These procedures and standards may for
example relate to:

a) programming and management of activities, including international aguatic animal health
certification activities;

b) prevention, control and notification of disease outbreaks,
C)  risk analysis, epidemiological surveillance and zoning;
d) inspection and sampling techniques;

e) diagnostic tests for aguatic animal diseases,

f)  preparation, production, registration and control of biological products for use in the diagnosis or
prevention of diseases;

@) border controls and import regulations;

h)  disinfection;

i)  treatments intended to inactivate pathogens in aguatic animal products.

Where there are standards in the Aguatic Code or in the Aguatic Mannal, Competent Authorities should
comply with these standards when applying agquatic animal health measures and when issuing

international aguatic animal health certificates.

910. Information, complaints and appeals

Competent Authorities should undertake to reply to requests from Competent Authorities of other
Members ot any other authority, in patticular ensuring that any requests for information, complaints
or appeals that are presented are dealt with in a timely manner.

A record should be maintained of all complaints and appeals and of the relevant action taken by
Competent Authorities.

4611. Documentation

Competent Authorities should have at their disposal a reliable and up-to-date documentation system
suited to their activities.

H12. Self-evaluation

Competent  Authorities should undertake periodical self-evaluation especially by documenting
achievements against goals, and demonstrating the effectiveness of their organisational components
and resource adequacy.
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A procedure for evaluating Competent Authorities by OIE experts, on a voluntary basis, is described in
Article 3.1.5.

Annex X (contd)

4213. Communication

Competent Authorities should have effective internal and external systems of communication covering
administrative and technical staff and parties atfected by their activities.

4314. Human and financial resources
Responsible authorities should ensure that adequate resources are made available to implement
effectively the above activities.

Article 3.1.3.

For the purposes of the Aguatic Code, every Member should recognise the right of another Member to
undertake, or request it to undertake, an evaluation of its Competent Authority where the initiating Member
is an actual or a prospective importter of aguatic animal commodities and/or where the evaluation is to be a
component of a risk analysis process that is to be used to determine or review sanitary measures which apply
to such trade.

A Member has the right to expect that the evaluation of its Competent Authority will be conducted in an
objective and transparent manner. A Member undertaking an evaluation should be able to justify any
measure taken as a consequence of its evaluation.

Article 3.1.4.

A Member which intends to conduct an evaluation of another Membert's Competent Authority should
provide notice in writing, and allow sufficient time for the other Member to comply with the request. This
notice should define the purpose of the evaluation and details of the information required.

On receipt of a formal request for information to enable an evaluation of its Competent Authority by another
Member, and following bilateral agreement of the evaluation process and criteria, a Member should
expeditiously provide the Member requesting the evaluation with meaningful and accurate information of
the type requested.

The evaluation process should take into account the fundamental principles and other factors of quality
laid down in Article 3.1.1. andin Article 3.1.2. It should also take into consideration the specific
circumstances regarding quality, as described in Article 3.1.1., prevailing in the countries concerned.

The outcome of an evaluation conducted by a Member should be provided in writing as soon as possible,
and in any case within 4 months of receipt of the relevant information, to the Member which has
undergone the evaluation. The evaluation report should detail any findings that affect trade prospects. The
Member which conducts the evaluation should clarify in detail any points of the evaluation on request.

In the event of a dispute between two Members over the conduct or the conclusions of the evaluation of

Competent Authorities, the matter should be dealt with having regard to the procedures set out in
Article 3.1.3.
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Annex X (contd)

Article 3.1.5.
Evaluation facilitated by OIE experts under the auspices of the OIE

The OIE has established procedures for the evaluation of Competent Authorities of Members. Members can
make a request to the OIE for an evaluation of their Competent Anthority.

The World Assembly of OIE Delegates may endorse a list of approved experts to facilitate the evaluation
process.

Under these procedures, the Director General of the OIE recommends an expert(s) from that list.

The expert(s) facilitate(s) the evaluation of the Competent Authority of the Member using the OIE Too/ for the
Evalnation of Performance of Veterinary Services (OIE PV'S Tool), applied as appropriate to the context of the
evaluation.

The expert(s) produce(s) a report in consultation with the Competent Authority of the Member.

The report is submitted to the Director General of the OIE and, with the consent of the Member,
published by the OIE.

—  text deleted
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Annex XI|

CHAPTER 4. X.

APPLI CATI ON OF COMPARTMENTALI SATI ON

EU comment
The EU would agree with the proposed amendments

1) In Article 4.X.3, point 2i), theterm " carcasses’ should be replaced by dead animalsto
better reflect the mollusc far ming aspects.

2) In Article Article 4.X.5., thereisareferenceto Veterinary Authority that should be
replaced by competent authority.

Article 4. X 1.
Introduction and objectives

The recommendations in this Chapter provide a structured framework for the application and recognition
of compartments within countries or gones, based on the provisions of Chapter 4.1. with the objective to
facilitate trade in aguatic animals and products of aguatic animal origin and as a tool for disease management.

Establishing and maintaining a disease free-status throughout the country should be the final goal for OIE
Members. However, establishing and maintaining a disease-free status for an entire country may be difficult,
especially in the case of diseases that can easily cross international boundaries. For many diseases, OIE
Members have traditionally applied the concept of zoning to establish and maintain an animal subpopulation
with a different animal health status within national boundaties.

The essential difference between zoning and compartmentalisation is that the recognition of zomes is based
on geographical boundaries whereas the recognition of compartments is based of management practices and
biosecurity. However, spatial considerations and good management practices play a role in the application
of both concepts.

The fundamental requirement for compartmentalisation is the implementation and documentation of
management and biosecurity measures to create a functional separation of subpopulations.

For example, an aguaculture establishment in an infected country or goze might have biosecurity measures and
management practices that result in negligible 7isg from diseases or agents. The concept of a compartment
extends the application of a ‘risk boundary’ beyond that of a geographical interface and considers all
epidemiological factors that can help to create an effective disease-specific separation between subpopulations.

In disease-free countties ot zones, compartments preferably should be defined prior to the occurrence of a
disease outbreak. In the event of an outbreak or in infected countries or gones, compartmentalisation may be
used to facilitate trade.

For the purpose of international trade, compartments must be under the responsibility of the Veterinary
Authority or other Competent Authority in the country. For the purposes of this Chapter, compliance by the
Members with Chapters 1.1. and 3.1. is an essential prerequisite.

Article 4. X 2.
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Principles for defining a compartment

A compartment may be established with respect of a specific disease or diseases. A compartment must be clearly
defined, indicating the location of all its components including establishments, as well as related functional
units (such as brood stock facilities, hatcheries, nurseries, grow-out facilities, slaughterhouses, processing
plants etc.), their interrelationships and their contribution to an epidemiological separation between the
aquatic animals in a compartment and subpopulations with a different health status. The definition of compartment
may tevolve around disease specific epidemiological factors, production systems, biosecutity practices
infrastructural factors and surveillance. Annex X1 (contd)

Article 4. X 3.
Separation of a compartment from potential sources of infection

The management of a compartment must provide to the Competent Authority documented evidence on the
following:

1. Physical or spatial factors that affect the status of biosecurity in a compartment

While a compartment is primarily based on management and biosecurity measures, a review of
geographical factors is needed to ensure that the functional boundary provides adequate separation of
a compartment from adjacent animal populations with a different health status. The following factors
should be taken into consideration in conjunction with biosecurity measures and, in some instances,
may alter the degree of confidence achieved by general biosecurity and surveillance measures:

a) disease status in adjacent areas and in areas epidemiologically linked to the compariment,

b) location, disease status and biosecurity of the nearest ¢pidemiological units or other epidemiologically
relevant premises. Consideration should be given to the distance and physical separation from:

1) aquatic animal populations with a different health status in close proximity to the compartment,
including wildlife and their migratory routes;

i) slaughterhouses or processing plants;

iii) exhibitions, ‘put and take’ fisheries, fish markets, restaurants with live fish and other points of
aquatic animal concentration.

2. Infrastructural factors

Structural aspects of the establishments within a compartment contribute to the effectiveness of its
biosecurity. Consideration should be given to:

a)  water supply;

b) effective means of physical separation;

c) facilities for people entry including access control;

d) vehicle and vessel access including washing and disinfection procedures;
e) unloading and loading facilities;

f)  isolation facilities for introduced aguatic animals,

g) facilities for the introduction of material and equipment;
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h) infrastructure to store feed and veterinary products;

i)  disposal of carcasses;

j)  measures to prevent exposure to living mechanical or biological vectors;

k)  feed supply/source.
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3.

Annex X1 (contd)

Biosecurity plan

The integrity of the compartment telies on effective biosecurity. The management of the compartment
should develop, implement and monitor a comprehensive biosecurity plan.

The biosecurity plan should describe in detail:

a) potential pathways for introduction and spread into the compartment of the agents for which the
compartment was defined, including agquatic animal movements, wild aquatic animals, potential
vectors, vehicles, people, biological products, equipment, fomites, feed, waterways, drainage or
other means. Consideration should also be given to the survivability of the agent in the
environment;

b) the critical control points for each pathway;

€) measures to mitigate exposure for each critical control point;

d) standard operating procedures including:

1) implementation, maintenance, monitoring of the measures,
i) application of corrective actions,
iif) verification of the process,
iv) record keeping;
e) contingency plan in the event of a change in the level of exposure;

f) reporting procedutes to the Veterinary Authority or other Competent Authority,

@) the programme for educating and training workers to ensure that all persons involved are
knowledgeable and informed on biosecurity principles and practices;

h) the surveillance programme in place.

In any case, sufficient evidence should be submitted to assess the efficacy of the biosecurity plan in
accordance with the level of risg for each identified pathway. This evidence should be structured in
line with the principles of Hazard Analysis and Critical Control Point (HACCP). The biosecurity risk
of all operations of the compartment should be regularly re-assessed and documented at least on a yeatly
basis. Based on the outcome of the assessment, concrete and documented mitigation steps should be
taken to reduce the likelihood of introduction of the disease agent into the compartment.

Traceability system

A prerequisite for assessing the integrity of a compartment is the existence of a valid fraceability system.
Although individual identification of aguatic animals may not be feasible, the Veterinary Authority or
other Competent Authority should provide sufficient assurance of fraceability in such a way that their
history and movements can be documented and audited.

All agnatic animal movements into and out of the compartment should be recorded at the compartment
level, and when needed, based on a risk assessment, cettified by the Veterinary Authority or other
Competent Authority. Movements within the compartment need not be certified but should be recorded at
the compartment level.
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Annex X1 (contd)

Article 4. X 4.
Documentation

Documentation must provide clear evidence that the biosecutrity, surveillance, traceability and management
practices defined for a compartment are effectively and consistently applied. In addition to animal movement
information, the necessary documentation should include production unit records (e.g. cage, pond), feed
sources, laboratory tests, death records, the visitor logbook, morbidity history, medication and vaccination
recotds, biosecurity plans, training documentation and any other criteria necessary for the evaluation of
disease exclusion.

The historical status of a compartment for the disease(s) for which it was defined should be documented and
demonstrate compliance with the requirements for freedom in the relevant Aguatic Code Chapter.

In addition, a compartment seeking recognition should submit to the VVeterinary Authority or other Competent
Authority a baseline aguatic animal health report indicating the presence or absence of OIE /isted diseases.
This report should be regularly updated to reflect the current aguatic animal health status of the compartment.

Vaccination records including the type of vaccine and frequency of administration must be available to
enable interpretation of surveillance data.

The time period for which all records should be kept may vary according to the species and disease(s) for
which the compartment was defined.

All relevant information must be recorded in a transparent manner and be easily accessible so as to be
auditable by the VVeterinary Authority or other Competent Authority.

Article 4. X 5.
Surveillance for the disease agent or disease

The surveillance system should comply with Chapter 1.4. on Surveillance and the specific recommendations
for surveillance for the disease(s) for which the compartment was defined, if available.

If there is an increased risk of exposure to the agent for which the compartment has been defined, the
detection level of the internal and external surweillance should be reviewed and, where necessary, raised. At
the same time, biosecurity measures in place should be reassessed and increased if necessary.

1. Internal surveillance

Surveillance should involve the collection and analysis of disease/ infection data so that the eterinary
Authority can certify that the animal subpopulation contained in all the establishments comply with the
defined status of that compartment. A surveillance system that is able to ensure early detection in the event
that the agent enters a subpopulation is essential. Depending on the disease(s) for which the compartment
was defined, different surveillance strategies may be applied to achieve the desired confidence in disease
freedom.

2. External surveillance
The biosecurity measures applied in a compartment must be appropriate to the level of exposure of the

compartment. External surveillance will help identify a significant change in the level of exposure for the
identified pathways for disease introduction into the compartment.
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Annex X1 (contd)

An appropriate combination of active and passive surveillance is necessary to achieve the goals
described above. Based on the recommendations of Chapter 1.4., targeted surveillance based on an
assessment of 7isk factors may be the most efficient surveillance approach. Targeted surveillance should in
particular include epidemiological units in close proximity to the compartment or those that have a potential
epidemiological link with it.

Article 4. X. 6.
Diagnostic capabilities and procedures

Officially-designated laboratory facilities should be available for sample testing. All laboratory tests and
procedures should comply with the recommendations of the /zboratory for the specific disease. Each
laboratory that conducts testing should have systematic procedures in place for rapid reporting of disease
results to the VVeterinary Authority or other Competent Anthority. Where appropriate, results should be
confirmed by an OIE Reference Laboratory.

Article 4. X. 7.
Emergency response and notification
Early detection, diagnosis and notification of disease are critical to minimise the consequences of outbreaks.

In the event of suspicion of occurrence of the disease for which the compartment was defined, the free status
of the compartment should be immediately suspended. 1f confirmed, the status of the compartment should be
immediately revoked and importing countries should be notified following the provisions of Chapter 1.1.

In case of an occurrence of any infectious disease not present according to the baseline animal health report
of the compartment referred to in Article 4.2.4., the management of the compartment should notify the
Veterinary Authority or other Competent Authority, and initiate a review to determine whether there has been a
breach in the biosecurity measures. If a significant breach in biosecurity, even in the absence of outbreak, is
detected, export certification as a free compartment should be suspended. Disease free status of the
compartment may only be reinstated after the compartment has adopted the necessary measures to re-establish
the original biosecurity level and the Veterinary Authority or other Competent Authority re-approves the status
of the compartment.

In the event of a compartment being at risk from a change, in the surrounding area, in the disease situation
tor which the compartment was defined, the Veterinary Authority should re-evaluate without delay the status
of the compartment and any additional biosecurity measures needed to ensure that the integrity of the
compartment is maintained.

Article 4.X 8.
Supervision and control of a compartment

The authority, organisation, and infrastructure of the VVeferinary Services, including laboratories, must be
clearly documented in accordance with the Chapter on the Evaluation of Veterinary Services of the Aquatic
Code, to provide confidence in the integrity of the compartment.
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Annex X1 (contd)

The Veterinary Authority or other Competent Authority has the final authority in granting, suspending and
revoking the status of a compartment. The Veterinary Aunthority or other Competent Authority should
continuously supervise compliance with all the requirements critical to the maintenance of the compartment
status described in this Chapter and ensure that all the information is readily accessible to the mporting
countries. Any significant change should be notified to the importing conntry.

—  text deleted
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Annex Xl|

CHAPTER 4. 1.

ZONI NG AND COMPARTMENTALI SATI ON

EU comment
The EU would agree with the proposed amendments

1) With regard to Article4.1.2, it issaid that

" importing country may adopt a higher level of protection where it is scientifically justified and the
obligations referred to in Article 2.1.2. are met. Article 4.1.4. is also relevant."

To ensuretransparency in this process we propose the following addition to this
sentence.

"the importing country should publish through official channelsthe scientific
justification that justify thishigher level of protection”

2) With regard to Article 4.1.3. anew point 2 is proposed. In that point several measures
aredescribed. Those measures areto be implemented in protection zonesto preservethe
health status of the free zones. We woud suggest the AAC to:

- delete thereferencesto " special identification” asthisisvery difficult to apply to
aquatic animals;

-clarify what ismeant by " intensified movement control” . Movement controlsare
already described in articles X.X.7 to X.X.12 in the disease specific chapters. Therefore,
the Code would benefit from alink between the chapter and the disease specific ones.

Article 4.1.1.
Introduction

Given the difficulty of establishing and maintaining freedom from a particular disease for an entire country
especially for diseases whose entry is difficult to control, there may be benefits to one or more Members in
establishing and maintaining a subpopulation with a distinct aquatic animal health status. Subpopulations may
be separated by natural or artificial geographical barriers or, in certain situations, by the application of
appropriate management practices.

Zoning and compartmentalisation are procedures implemented by a country under the provisions of this
chapter to define subpopulations of distinct aquatic animal health status for the purpose of disease control or
international trade. Compartmentalisation applies to a subpopulation when management practices related to
biosecurity are the defining factors, while zoning applies when a subpopulation is defined on a geographical
basis. In practice, spatial considerations and good management play important roles in the application of
both concepts.

This chapter is to assist OIE Members wishing to establish and maintain different swubpopulations, using the

principles of compartmentalisation and zoning. These principles should be applied in accordance with the
measures recommended in the relevant disease chapter(s). This chapter also outlines a process through
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which trading partners may recognise such subpopulations. This process is best implemented by trading
partners through establishing parameters and gaining agreement on the necessary measutes prior to
outbreaks of disease.

Before trade in aguatic animals ot aguatic animal products may occut, an importing country needs to be satisfied
that its aquatic animal health status will be appropriately protected. In most cases, the import regulations
developed will rely in part on judgements made about the effectiveness of sanitary procedures undertaken
by the exporting country, both at its borders and within its zerritory.

In addition to contributing to the safety of infernational trade, zoning and compartmentalisation may assist
disease control or eradication within Members. Zoning may encourage the more efficient use of resources,
and compartmentalisation may allow the functional separation of a subpopulation from other domestic or
wild aquatic animals through biosecurity measures, which a zoze (through geographical separation) would
not achieve. Following an outbreak of disease, compartmentalisation may allow a Member be able to take
advantage of epidemiological links among subpopulations or common practices relating to biosecurity,
despite diverse geographical locations, to facilitate disease control and/or the resumption of trade.

Zoning and compartmentalisation may not be applicable to all diseases, but separate requirements will be
developed for each disease for which the application of zoning or compartmentalisation is considered
appropriate.

To regain the status of a free gome or free compartment following an outbreak of disease, Members should follow
the recommendations in the relevant disease chapter in the Aguatic Code.

Annex X1 (contd)

Article 4.1.2.
General considerations

The Competent Authority of an exporting country that is establishing a zone ot compartment for international trade
purposes should clearly define the subpopulation in accordance with the recommendations in the relevant
chapters in the Aguatic Code, including those on surveillance, and the identification and traceability of aguatic
animals. The Competent Authority of an exporting country should be able to explain to the Competent Authority of
an zmporting country the basis for its claim of a distinct aguatic animal health status for the gone ot compartment in
such terms.

The procedures used to establish and maintain the distinct aguatic animal health status of a gone ot compartment
should be appropriate to the particular circumstances and will depend on the epidemiology of the disease,
environmental factors, ris& of introduction and establishment of disease, and applicable biosecurity
measures. The exporting country should be able to demonstrate, through detailed documentation supplied to
the importing country, published through official channels, that it has implemented the recommendations in
the Aguatic Code for establishing and maintaining such a zone or compartment.

An importing conntry should recognise the existence of this gome ot compartment when the appropriate
measures recommended in the Aguatic Code are applied, and the Competent Authority of the exporting conntry
certifies that this is the case. Note that an importing country may adopt a higher level of protection where it is
scientifically justified and the obligations referred to in Article 2.1.2. are met. Article 4.1.4. is also relevant.

Where countries share a gone or compartment, the Competent Authority of each country should collaborate to
define and fulfil their respective responsibilities.

The exporting country should conduct an assessment of the resources needed and available to establish and
maintain a gone ot compartment for international trade purposes. These include the human and financial
resources and the technical capability of the Competent Authority (and of the relevant industry, in the case of
a compartment) including on disease surveillance and diagnosis.
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Article 4.1.3.

Principles for defining a zone or compartment, including protection zones

In conjunction with the above considerations and the definitions of zone and compartment, the following
principles should apply when Members define a gone ot compartment:
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The extent of a zone should be established by the Competent Authority on the basis of the definition of
zone and made public through official channels.

A protection zone may be established to preserve the health status of aguatic animals in a free country
or zone, from adjacent countries or zones of different aquatic animal health status. Measures should be
implemented based on the epidemiology of the disease under consideration to prevent introduction of
the pathogenic agent. These measures should include intensified movement control and surweillance
and mayv also include vaccination, special identification, raised awareness ot other measures.The
application of these measures can be in the entire fiee zome or in a defined area within and/or outside
the free zone.

The factors defining a compartment should be established by the Competent Authority on the basis of
relevant criteria such as management and husbandry practices related to biosecurity, and made public
through official channels.

Aguatic animals belonging to such subpopulations need to be recognizable as such through a clear
epidemiological separation from other aquatic animals and all things presenting a disease risk.

For a zone or compartment, the Competent Authority should document in detail the measures taken to
ensure the identification of the subpopulation, for example by means of registration of all the aguaculture
establishments located in such a gone or compartment and the establishment and maintenance of its aguatic
animal health status through a biosecurity plan. The measures used to establish and maintain the distinct
aquatic animal bhealth status of a gone ot compartment should be appropriate to the particular circumstances
and will depend on the epidemiology of the disease, environmental factors, the aquatic animal health
status in adjacent areas, applicable biosecurity measures (including movement controls, use of natural
and artificial boundaries, the spatial separation of aguatic animals, and commercial management and
husbandry practices), and surveillance.

For a compartment, the biosecurity plan should describe the partnership between the relevant
enterptise/industry and the Competent Authority, and their respective responsibilities, including the
procedures for oversight of the operation of the compartment by the Competent Authority.

For a compartment, the biosecurity plan should also describe the routine operating procedures to provide
clear evidence that the surveillance conducted and the management practices are adequate to meet the
definition of the compartment. In addition to information on aguatic animal movements, the biosecurity
plan should include production and stock records, feed sources, traceability, surveillance results, visitor
logbook, morbidity and mortality history, medications, vaccinations, documentation of training and
any other criteria necessary for evaluation of 7isk mitigation. The information required may vary
according to the aguatic animal species and disease(s) under consideration. The biosecurity plan should
also describe how the measures will be audited to ensure that the 7isks are regularly re-assessed and
the measures adjusted accordingly.

Thus defined, the gones and compartments constitute the relevant subpopulations for the application of the
recommendations in Section 8. to Section 11. of the Aqguatic Code.

Article 4.1.4.

Sequence of steps to be taken in establishing a zone et-a-eempartment-and having it recognised
for international trade purposes
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There is no single sequence of steps which should be followed in establishing a zone et-a—smpartent. The
steps that the Competent Authority of the importing country and the exporting country choose and implement will
generally depend on the circumstances existing within the countries and at their borders, and their trading
history. The recommended steps are:

1. For zoning

2)

b)

The exporting country identifies a geographical area, which it considers to contain an aquatic animal
subpopulation with a distinct aquatic animal health status with respect to a specific disease/specific
diseases, based on surveillance.

The exporting country describes in the biosecurity plan for the zome the measures which are being, or
will be, applied to distinguish such an area epidemiologically from other parts of its ferritory, in
accordance with the recommendations in the Aguatic Code.

The exporting country provides the above information to the mporting conntry, with an explanation
of why the area can be treated as an epidemiologically separated zome for international trade
purposes.

Annex X1 (contd)

d)

g

The zmporting country determines whether it accepts such an area as a goze for the importation of
aquatic animals and aquatic animal products, taking into account:

1) an evaluation of the exporting country's Competent Authority,

i)  the result of a risk assessment based on the information provided by the exporting country and
its own research;

i)  its own aquatic animal health situation with respect to the disease(s) concerned; and
iv) other relevant OIE standards.

The importing country notifies the exporting country of the result of its determination and the
underlying reasons, within a reasonable period of time, being either:

1)  recognition of the gone;

i)  request for further information; or

iif) rejection of the area as a gome for international trade purposes.

n attempt should be made to resolve any differences over the recognition of the zoze, either in
the interim or finally, by using an agreed mechanism to reach consensus (such as the OIE

dispute settlement mechanism).

The importing country and the exporting country should enter into a formal agreement recognising
the zone.

2. Por compartmentalisation

Refer to Chapter 4.X,
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Annex X111

CHAPTER 4. 5.

CONTROL OF HAZARDS OF AQUATI C ANI MAL
HEALTH HAZARDBS AND PUBLI C HEALTH
| MPORTANCE I N AQUATI C ANI MAL FEEDS

EU comment

The EU would agree with the proposed amendments. Nevertheless, the proposed
chapter would benefit of the following amendments:

1) With regard to Article 4.5.4., point 4 on " Good practices', the following rewording is
proposed for thefirst sentence (highlighted):

Where national guidelines exist, good aguaculture practices and good manufacturing practices (including
good hygienic practices) should be followed. Countries without such guidelines are encouraged to develop
them or to take already available or existing guidelines on board.

2) With regard to Article 4.5.4. point 5 on " relationship between prions and aquatic
animal species’, it must be highlighted that in a recent publication by Salta et al. (2009)
it wasreported that Gilthead Sea Bream developed T SE-like pathologies after having
been for ce fed with BSE agent and Scrapie agent respectively. The PrPTSE found in Sea
Bream was Sea Bream PrP and not residual PrPBSE or PrPSc.

Therefore, thereisnow evidence showing that TSEs can be potentially transmitted from
cattle or sheep to fish.

The TSE like pathology was induced after for ce feeding high quantities of BSE and
Scrapie agent. It isyet unknown, whether transmission would occur if morerealistic
doses of exposurewere used. In other words, the “height” of the so called “ species
barrier” for transmission of PrPTSE from mammalsto fish isunknown.

However, given the new findings, we suggest that the relevant paragraph isamended to
say that there may be a potential risk if terrestrial animal by-products were used as
ingredientsin aquatic animal feed with respect to prion diseases.

3) With regard to Article 4.5.4., point 11 on " Design and management of inspection
programmes’ we propose the following wording for the second sentence (highlighted):

Operators in the feed and feed ingredients business and other relevant industries should implement
procedures to ensure compliance with regulatory standards for harvest, handling, storage, processing,
distribution and use of feed and feed ingredients. Operators have the primary responsibility for implementing
systems for preeess quality control. Where such systems are applied, the Competent Authority should verify
that they meet all regulatory requirements.

Article 4.5. 1.

Introduction
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One of the key objectives of the .Aguatic Code is to help OIE Members trade safely in aquatic animals and
aquatic animal products by developing relevant aguatic animal health measures. These recommendations
address aquatic animal health hazards in aguatic animal feed. A key objective is to prevent the spread, via
aquatic animal feed, of diseases from an infected country, gone ot compartment to a free country, a free Zone or a free
compartiment.

These recommendations should be read in conjunction with relevant recommendations of the OIE
Terrestrial Animal Health Code tandes—stady). The Food and Agriculture Organization of the United Nations
(FAO) has published recommendations relevant to terrestrial and aquatic animal feed (Technical Guidelines
for Responsible Fisheries — Aquacultute Development: 1. Good aquaculture feed manufacturing practice.
FAO 2001; Draft Good Practices for the Animal Feed Industry — Implementing the Codex Alimentarius’
Code of Practice on Good Animal Feeding, IFIF/FAO [In preparation]) and there is a Codex
Alimentarius Commission (CAC) standard (Code of Practice on Good Animal Feeding [CAC/RCP 54-
2004]). OIE Members are encouraged to consult these publications.

Key considerations relevant to aguatic animal feed are as follows:

1. Concentration of aguaculture establishments heightens the risk of disease transmission, whether the
pathogen enters the culture system via feed or other means.

2. For many aquatic animal species, predation (including cannibalism) is their natural way of feeding in
their natural habitat.

3. Historically, animal proteins used in feed were mainly sourced from the marine environment, due to
the nutritional needs of aguatic animals and for reasons of economy. This practice increases the risk of
disease transmission, especially when aguatic animals are fed live or whole aguatic animals of the same or
related species. There are many examples of this type of practice, e.g. early stage crustaceans fed on
Artemia species and aquaculture tuna fed on whole wild caught fish.

4. The usage of feed in moist form (moisture content equal to or greater than 70%), semi-moist form
(moisture content between 15 and 70%), and dry form (a moisture content equal to or less than 15%)
implies different levels of 7is& due to the processing applied to the feed.

5. With the increasing number of species being farmed (especially marine finfish), the use of /e feed and
moist feed has increased. It is likely that these industries will in future use formulated feed as
appropriate technologies are developed.

Annex X111 (contd)

6. Hazards may be transmitted from feed to aguatic animals via direct or indirect means. Direct
transmission occurs when the cultured species consumes feed containing a pathogenic agent (e.g.
shrimp larvae consuming rotifer infeeted contaminated with white spot syndrome virus) while
indirect transmission refers to pathogens in feed entering the aquatic environment or infecting non
target species, and thereby establishing a mechanism for indirect zufection of the species of commercial
interest. Pathogens that are less host-specific (e.g. white spot syndrome virus, [7brio species) present
a greater risk of indirect transmission as they can establish reservoirs of znfection in multiple species.

7. As new species become the subject of aguaculture, new pathogens emerge in association with these
hosts. The expression of disease may be facilitated by culturing species under intensive and novel
conditions. Also, it is necessary to conduct research and develop new feed (and feed ingredients) that are
appropriate to the species and its culture system. As more and more aquatic animal species are being
cultured, it is difficult to make recommendations for all disease agent/host species combinations.
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Article 4.5.2.
Scope

These recommendations document 7s& mitigation measures, including traceability and certification, to
deal with aguatic animal health risks associated with trade in aguatic animal feed and feed ingredients. They
recommend the control of hazards through adherence to recommended practices during the production
(harvest, handling, storage, processing and distribution) and use of both commercial and on-farm
produced feed (and feed ingredients) for aquatic animals. Hazards include pathogens that cause OIE-/sted diseases
and other agents that cause an adverse effect on animal and/or public health. While aguatic animals grown
for food are the main focus, the same principles apply to feed for aguatic animals used for other purposes.

Article 4.5. 3.

Article 4.5.4.

General principles

1. Roles and responsibilities

The Competent Authority has the legal power to set and enforce regulatory requirements related to
animal feed, and has final responsibility for verifying that these requitements are met. The Competent
Authority may establish regulatory requirements for relevant parties, including requirements to

provide information and assistance. Refer to Chapter 3.1. of the Aguatic Code.

It is a particular responsibility of the Competent Authority to set and enforce the regulatory
requirements pertaining to the use of veterinary drugs, aquatic animal disease control and the food
safety aspects that relate to the management of live aguatic animals on farm.

Those involved in the production and use of animal feed and feed ingredients have the responsibility to
ensure that these products meet regulatory requirements. All personnel involved in the harvest,
manufacture, storage and handling of feed and feed ingredients should be adequately trained and aware of
their role and responsibility in preventing the spread of hazards. Appropriate contingency plans should
be developed in case of a feed-borne outhreak of disease. Equipment for producing, storing and
transporting feed should be kept clean and maintained in good working order.

Private veterinarians and others (e.g. laboratories) providing specialist services to producers and to

the feed industry may be required to meet specific regulatory requirements pertaining to the services
they provide (e.g. disease reporting, quality standards, transparency).

2. Regulatory standards for feed safety

All feed and feed ingredients should meet regulatory standards for feed safety. In defining limits and
tolerances for hazards, scientific evidence, including the sensitivity of analytical methods, and on the
characterisation of risks, should be taken into account.

3. Risk analysis
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Internationally accepted principles and practices for risk analysis (see Section 2. of the Aguatic Code
and relevant Codex texts) should be used in developing and applying the regulatory framework.

A generic risk analysis framework should be applied to provide a systematic and consistent process for
managing hazards.

4. Good practices

Where national guidelines exist, good aguaculture practices and good manufacturing practices
(including good hygienic practices) should be followed. Countries without such guidelines are
encouraged to develop them.

Where appropriate, Hazard Analysis and Critical Control Point (HACCP; as defined in the Annex to
the Recommended International Code of Practice on General Principles of Food Hygiene
[CAC/RCP 1-1969)) principles should be followed to control hazards that may occur in feed.

5. Relationship between prions and aquatic animal species

Scientific knowledge is lacking on the relationship between prions and aguatic animal species. There is
no evidence to suggest that the use of terrestrial animal by-products as ingredients in aguatic animal
feed gives rise to risks in respect of prion diseases. More scientific information is desirable to enable
aquacnlture industries to utilise more terrestrial animal by-products as a means of reducing dependency
on aquatic protein and lipid sources.

6. Bioaccumulation

Heavy metals, dioxins and polychlorinated biphenyls (PCB) persist in fatty tissues and therefore tend
to accummnlate through the food chain.

Annex X111 (contd)

7. Geographic and environmental considerations

Aquatic and terrestrial harvest areas for feed should not be located in proximity to sources of animal
health or food safety hazards. Where this cannot be avoided, preventive measures should be applied to
control risk. The same recommendations apply for the processing of feed and the location of
aquaculture establishments.

Agquatic animal health considerations include factors such as disease status, location of quarantined
premises, existence of processing plants without proper biosecurity measures and the existence of
zones/ compartments of specified health status.

Public health considerations include factors such as industrial operations and waste treatment plants
that generate pollutants and other hazardous products. The potential accumulation of pollutants in
the food chain through feed needs to be considered.

8. Zoning and compartmentalisation

Feed is an important components of biosecurity and needs to be considered when defining a
compartment or gone in accordance with Chapter 4.1. of the Aguatic Code.

9. Sampling and analysis

Sampling and analytical protocols for feed should be based on scientific principles and procedures,
and OIE standards where applicable.
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10.

11.

12.

13.

14.

Labelling
Labelling should be clear and informative on how the feed and feed ingredients should be handled, stored
and used and should comply with regulatory requirements. Labelling should provide for trace-back.

See Section 4.2. of the Codex Code of Practice on Good Animal Feeding (CAC/RCP 54-2004).

Design and management of inspection programmes

In meeting animal and public health objectives prescribed in national legislation or required by
importing countries, Competent Authorities contribute through the direct performance of some tasks or
through the auditing of animal and public health activities conducted by other agencies or the private
sectof.

Operators in the feed and feed ingredients business and other relevant industries should implement
procedures to ensure compliance with regulatory standards for harvest, handling, storage, processing,
distribution and use of feed and feed ingredients. Operators have the primary responsibility for
implementing systems for process control. Where such systems are applied, the Competent Authority
should verify that they meet all regulatory requirements.

Assurance and certification

Competent Authorities are responsible for providing assurances domestically and to trading partners that
regulatory requirements have been met.

Hazards associated with aquatic animal feed

a) Biological hazards

Biological hazards that may occur in feed and feed ingredients include agents such as bacteria,
viruses, fungi and parasites. The scope of these recommendations covers OIE-/isted diseases and
other agents that cause an adverse effect on animal and/or public health.

b) Chemical hazards

Chemical hazards that may occur in feed and feed ingredients include naturally occurring chemicals
(such as mycotoxins, gossypol and free radicals), industrial and environmental contaminants
(such as heavy metals, dioxins and PCBs), residues of veterinary drugs and pesticides and
radionuclides.

¢) Physical hazards

Physical hazards that may occur in feed and feed ingredients include foreign objects (such as pieces
of glass, metal, plastic or wood).

Cross-contamination

It is necessary that the prevention of contamination during the manufacture, storage, distribution

including transport) and the use of feed and feed ingredients and relevant provision e

included in current regulations and standards. Scientific evidence, including the sensitivity of analytical

methods and on the characterisation of risks, should be drawn upon in developing this framework.
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15.

16.

Procedures, such as flushing, sequencing and physical clean-out, should be used to reduce the
likelihood of contamination between batches of feed ot feed ingredients.

Procedures such as flushing, sequencing and physical clean-out should be used to avoid cross-
contamination between batches of feed or feed ingredients. National regulations should be followed in
order to avoid the use of unauthorised feed ingredients with a risk of cross-contamination.

Antimicrobial resistance

Concerning the use of antimicrobials in animal feed refer to Section X.X.X. of the Aguatic Code (under
study).

Management of information

The Competent Authority should establish requirements for the provision of information by the private
sector in accordance with the regulatory framework.

Annex X111 (contd)

The private sector should maintain records, in a readily accessible form, on the production,
distribution, importation and use of feed and feed ingredients. These records are required to facilitate the
prompt trace-back of feed and feed ingredients to the immediate previous source, and trace-forward to
the next/subsequent recipients, to address aguatic animal health and/or public health concerns. The
private sector should provide information to the Competent Anthority in accordance with the regulatory
framework.

Animal identification (in the case of aguatic animals this will normally be on a group basis) and
traceability are tools for addressing animal health and food safety risks arising from animal feed (see
Seetton35: Chapters 4.1. and 4.2. of the OIE Terrestrial Animal Health Code, Section 4.3 of CAC/RCP
54-2004).
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Article 4.5.8.
Recommended approaches to risk mitigation
1.  Commodities
a)  Safe commodities

The following commodities undergo extensive processing such as heat treatment, acidification,
extrusion and extraction. There is a negligible 7/s£ that pathogens will survive in such products if
they have been produced in accordance with normal commercial practice:

i)  fish oil;
1)  crustacean oil;

iif) fish solubles (a by-product of the fish oil production system, comprising the product
remaining when water is drawn off [evaporated| from the residual aqueous phase);

iv)  fish meal,

V)  ctustacean seal,

vi) squid meal and squid liver-meal,

vii) bivalve weal,

viii) finished feed (e.g. flake, pelleted and extruded feed).

For these commodities, Competent Anthorities should not require conditions in relation to aguatic
animal diseases, regardless of the aguatic animal health status of the exporting country, zone ot
compartment.

b) Other commodities
Competent Authorities should consider the following risk mitigation measures:
1)  sourcing feed and feed ingredients from a disease free country, free zone or free compartment; or

i)  confirmation (e.g. by testing) that pathogens are not present in the commodity; or
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iii) treatment (e.g. by heat or acidification) of the commodity using a method approved by the
Competent Authority to inactivate pathogens; or

iv) use of feed only in populations that are not susceptible to the pathogen(s) in question and
whete aguatic animals that are susceptible to the pathogen(s) in question will not come into
contact with the feed or its waste products.

In addition, risks associated with the disposal of effluents and waste material from feed
processing plants and aquaculture establishments should be considered.

Whole fish (fresh or frozen)

The practice of trading fresh or frozen whole marine fish for use as aguatic animal feed presents a
risk of introducing diseases into populations. Risk mitigation measures include sourcing fish only
from stocks where there is no evidence of infection with any of the OIE-/sted diseases or treatments
that inactivate aguatic animal pathogens.

Feed production

To prevent contamination by pathogens during production, storage and transport of feed and jfeed
ingredients:

)

b)

g

flushing, sequencing or physical clean-out of manufacturing lines and storage facilities should be
performed between batches as appropriate;

buildings and equipment for processing and transporting feed and feed ingredients should be
constructed in a manner that facilitates hygienic operation, maintenance and cleaning and
prevents contamination;

in particular, feed manufacturing plants should be designed and operated to avoid cross-
contamination between batches;

processed feed and feed ingredients should be stored separately from unprocessed feed ingredients,
under appropriate storage conditions;

feed and  feed ingredients, manufacturing equipment, storage facilities and their immediate
surroundings should be kept clean and pest control programmes should be implemented,;

measures to inactivate pathogens, such as heat treatment or the addition of authorised chemicals,
should be used where appropriate. Where such measures are used, the efficacy of treatments
should be monitored at appropriate stages in the manufacturing process;

labelling should provide for the identification of feed and feed ingredients as to the batch/lot and
place and date of production. To assist in tracing feed and feed ingredients as may be required to
deal with animal disease incidents, labelling should provide for identification by batch/lot and
place and date of production.

Importing countries

Competent Anthorities should consider the following measures:

2

b)

9

imported feed and feed ingredients should be delivered to feed manufacturing plants ot aguaculture
facilities for processing and use under conditions approved by the Competent Anthority,

effluent and waste material from feed manufacturing plants and aguaculture facilities should be
managed under conditions approved by the Competent Authority, including, where appropriate,
treatment before discharge into the aquatic environment;

feed that is known to contain pathogens should only be used in a gone or compartment that does
not contain species susceptible to the disease in question;
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d) the importation of raw unprocessed feed detived from aguatic animals to teed aquatic animal species
should be avoided where possible.

Article 4.5.9.
Certification procedures for feeds and feed ingredients of aquatic animal origin

When importing feed and feed ingredients of aguatic animal origin other than those mentioned in point la of
Article 4.5.8., the Competent Authority of the importing country should require that the consignment be
accompanied by an international aguatic animal health certificate issued by the Competent Authority of the exporting
country (ot a certifying official approved by the importing country).

This certificate should certify:

1. that feed and feed ingredients of aquatic animal origin were obtained from a country, gome or compartment
that is free from relevant aguatic animal diseases; or

2. that feed and feed ingredients of aquatic animal origin were tested for relevant aguatic animal diseases and
shown to be free of these diseases; or

3. that feed and feed ingredients of aguatic animal origin have been processed to ensure that they are free of
relevant aguatic animal diseases.

Specific provisions for OIE-/isted diseases may be found in relevant disease chapters of the Aguatic Code.

Article 4.5.10.

Risk pathways for ehart—ef pathogen transmission and contamination through harvest,
manufacture and use of aquatic animal feed

1. Pathogens can be introduced into feed in the following wa

a) viathe harvest of infected aguatic animals,

b) during storage, processing and transport, due to poor hvgienic practices, the presence of pests,
or residues of previous batches of feed remaining in processing lines, containers or transport vehicles.

Aguatic animals can be exposed to pathogens in feed in the following ways:
a)  Direct exposure

The use of unprocessed fe erived from aguatic animals to feed aguatic animals presents a

potential direct route of exposure. For example feeding salmonid offal to salmonids presents a
heightened risk of disease transmission because tissue from a susceptible species is being fed to a
susceptible species.

>

b) Indirect exposure

Pathogens in feed may be transmitted to aguatic animals in aguacnlture and wild aguatic animals via
contamination of the environment or znfection of non-target species.
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Annex X111 (contd)

Figure 1 illustrates the possible pathways for transmission of pathogens within the feed production and
utilisation process.

Feed ingredients of aquatic origin used in aguaculture can be a source of pathogens (viruses, bacteria and
parasites) to cultured aquatic animal species. In aquaculture establishments pathogens in feed can infect the
animals directly (via consumption of feed) or indirectly via environmental sources. Live feed and moist feed
are more likely to contain pathogens because their ingredients are either in a raw state or subject to
minimal treatment.

Feed and feed ingredients harvested from infected countries, gones or compartments may have a high pathogen
load. Feed and feed ingredients from these sources should be processed (e.g. using heat or chemical
treatments) to reduce, or eliminate, the pathogen load. After processing care should be taken to avoid post
processing contamination during storage and transportation of these commodities. For example, when two
ot more batches of ingredients of different sanitary status are handled, stored and/or transported together
without appropriate biosecurity measures, there is a 7is£& of cross-contamination of the feed.

An aquacuiture facility can also be a source of pathogens in aguatic animal feed. For example, feed can be
contaminated with pathogens through poor hygiene practices at an infected aguaculture establishment. 1f the
feed is redistributed from the aguaculture facility to the manufacturing facility for recycling, or distributed to
another farm, pathogens can be transferred to other aguaculture establishments.
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Annex X111 (contd)

Figure 1: Risk chart of pathogen transmission and contamination through harvest, manufacture
and use of aquatic animal feed
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Annex X1V

CHAPTER 5. 1.

GENERAL OBLI GATI ONS
RELATED TO CERTI FI CATI ON

EU comment
The EU would agree with the proposed amendments

1) In Article 5.1.2. the following sentenceisincluded

The international agunatic animal health certificate should not include measures against disease agents or diseases that
are not OIE listed, unless the amporting country has demonstrated through an import risk analysis, carried out
in accordance with Section 2., that the disease agent ot disease poses a significant risk to the importing country.

To ensuretransparency in this process, the following sentence should be added:

"In that case, the importing country should publish through official channelsthe results
of theimport risk analisis'.

2) In Article5.1.3., point 1.a) thereisareferenceto the pathways to achieve disease-free
status. In thisreference only two pathways ar e mentioned: absence of susceptible species
and trough targeted surveillance. It woud be helpful to make areference aswell to the
pathway based on historical absence of the disease.

Article 5.1.1.

A combination of factors should be taken into account to facilitate znternational trade in agnatic animals and
aquatic animal products, without incurring unacceptable 7isks to human and aguatic animal health.

Because of differences between countries in their aguatic animal health situations, various options are
offered by the Aguatic Code. The aquatic animal health situation in the exporting country, in the transit country ot
countries and in the importing country should be considered before determining the requirements for trade. To
maximise harmonisation of the aquatic animal health aspects of international trade, Competent Authorities of
OIE Members should base their import requirements on the OIE standards.

These requirements should be included in the certificates drawn up in accordance with the model
international aguatic animal health certificates provided for in Chapter 5.10. of the Aguatic Code.

Certification should be exact and concise, and should clearly address the requitements of the mporting

country. For this purpose, prior consultation between Competent Authorities of importing and exporting countries
may be necessary.

The certification requirements should not include conditions for diseases that are not transmitted by the

commodity concerned. There should only be one signing certifvine official for one certificate.
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When officials of a Competent Authority wish to visit another country for matters of professional interest to
the Competent Authority of the other country, the latter should be informed prior to any such visit. This visit
should be mutually agreed upon between Competent Authorities.

Article 5.1.2.
Responsibilities of the importing country

1. The import requirements included in the international aqunatic animal health certificate should assure that
commodities introduced into the importing country comply with OIE standards. Importing conntries should
restrict their requirements to those necessary to achieve the national appropriate level of protection.
If these are stricter than the OIE standards, they should be based on an importt 7isk analysis.

Annex X1V (contd)

2. The international aguatic animal health certificate should not include requirements for the exclusion of
disease agents ot aquatic animal diseases that are present in the importing country and are not subject to any
official control programme, except when the strain of the disease agent in the exporting country is of
significantly higher pathogenicity and/or has a larger host range. The measures imposed on impotts
to manage the 7isks posed by a disease agent ot aquatic animal disease should not require a higher level of
protection than that provided by measures applied as part of the official control programme
operating within the zmporting country.

3. The international aquatic animal health certificate should not include measures against disease agents or
diseases that are not OIE listed, unless the #mporting country has demonstrated through an import 7isk
analysis, carried out in accordance with Section 2., that the disease agent or disease poses a significant risk
to the importing conntry.

4. The transmission by the Competent Authority of certificates or the communication of import
requirements to persons other than the Competent Authority of another country necessitates that copies
of these documents be also sent to the Competent Authority. This important procedure avoids delays
and difficulties that may arise between traders and Competent Anthorities when the authenticity of the
certificates or permits is not established.

The transmission of this information is the responsibility of Competent Authorities of the exporting
country. However, it can be issued by private sector veterinarians at the place of origin of the commodities
when this practice is the subject of appropriate approval and authentication by Competent Authorities.

5. Situations may arise that result in changes to the consignee, identification of the means of
transportation, or frontier post after a certificate is issued. If it is determined that these do not change
the aquatic animal health or public health status of the consignment, then they should not prevent the
acceptance of the certificate.

Article 5.1.3.

Responsibilities of the exporting country

1. An exporting country should, on request, supply the following to importing countries:

a) information on the aguatic animal health situation and national aguatic animal health information
systems to determine whether that country is free or has gomes or compartments free from OIE-

listed diseases, and on the pathway followed to achieve disease freedom i.e. absence of susceptible
species or targeted surveillance, including the regulations and procedures in force to maintain

the free status;

b) regular and prompt information on the occurrence of OIE-/isted diseases,
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¢) details of the country's ability to apply measures to control and prevent OIE-/isted diseases,
d) information on the structure of the Competent Authority and the authority that they exercise;

e) technical information, particularly on biological tests and vaccines applied in all or part of the
country.

Competent Authorities of exporting countries should:

a) have official procedures for the authorisation of certifying officials, defining their functions and
duties as well as conditions of oversicht and accountability, eeveting including possible
suspension and termination of the appeintment authorisation;

b) ensure that relevant instructions and training are provided to certifying officials,

c) monitor the activities of the certifying officials to verity their integrity and impartiality.

The Competent Authority of the exporting country is ultimately accountable for certification used in
international trade.

Article 5.1.4.

Responsibilities in case of an incident related to importationAnnex X1V (contd)

1.

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 zmporting country there is an
obligation for the Competent Anthority 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 condition appears in imported aguatic animals within a reasonable period after importation,
the Competent Authority of the exporting country should be informed so as to enable an investigation to
be made, because this may be the first available information on the occurrence of the disease in a
previously free aguatic animal population. The Competent Authority of the importing country should be
informed of the result of the investigation because the source of infection may not be in the exporting
country.

If, after importation of commodities, a disease condition appears, within a reasonable period after
importation, in aquatic animals in the importing country, the Competent Authority of the exporting country
should be informed so as to enable an investigation to be made, because this may be the first
available information on the occurtence of the disease in a previously free aguatic animal population.
The Competent Authority of the importing country should conduct trace back investigations because the
source of disease may not be in the exporting conntry.

In case of suspicion, on reasonable grounds, that an zuternational aguatic animal health certificate may be
fraudulent, the Competent Authority of the importing country and exporting country should conduct an
investigation. Consideration should also be given to notifying any third country(ies) 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 zunternational agunatic animal health certificate is found to be fraudulent, every
effort should be made to identify those responsible so that approptiate action can be taken according
to the relevant legislation.
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Annex XV

CHAPTER 5. 2.

CERTI FI CATI ON PROCEDURES

EU comment
The EU would agree with the proposed text.
1) However, the following proposed sentencein Article 5.2.1. does not make sense.

It is essential set to include in the any requirements additional-speeifie-mattersthateannot only those
specific statements that can be accurately and honestly signed by a certifying official

The EU suggests the following sentence:

It is essential to include in the certificate only those specific statements that can be accurately and honestly
signed by a certifying official.

2) In article 5.2.3. point 6 thereisareferenceto certifying veterinarian: please, replaceit
by certifying official

Article 5.2. 1.

Protection of the professional integrity of the certifying official

Certification should be based on the highest possible ethical standards, the most important of which is
that the professional integrity of the certzfying official must be respected and safeguarded.

It is essential set to include in ke any requirements additional-speetfie-matters—that-eannet only those
specific statements that can be accurately and honestly signed by a certifying official. For example, these

requirements should not include certification of an area as being free from diseases that are not notifiable in
that country, or the occurtence of which the signing certifying official is not necessarily informed about.
Eequally—1t is unacceptable to ask for certification for events that will take place after the document is
signed is—unaceeptable when these events are not under the direct control and supervision of the signing

certifying official.

Article 5.2.2.

Certifying officials
Certifying officials should:

1. be authorised by the Competent Authority of the exporting country to sign international aguatic animal health
certificates;

2. only certify matters that are within their own knowledge at the time of signing the certificate, or that

have been separately attested by another competent party authorised appreved by the Comperent
Aunthority,
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sign only at the appropriate time certificates that have been completed fully and correctly; where a
certificate is signed on the basis of supporting documentation, the cer#fying official should have verified
ot be in possession of that documentation before signing;

have no conflict of interest in the commercial aspects of the aguatic animals or aquatic animal products
being certified and be independent from the commercial parties.

Article 5.2.3.

Preparation of international aquatic animal health certificates

Certificates should be drawn up in accordance with the following principles:

1.

10.

Certificates should be designed so as to minimise the potential for fraud including use of a unique
identification number, or other appropriate means to ensure security. Paper certificates should bear
the signature of the certzfying official and the official identifier (stamp) of the issuing Competent Authority.
Each page of a multiple page certificate should bear the unique certificate number and a number
indicating the number of the page out of the total number of pages. Electronic certification
procedures should include equivalent safeguards.

Certificates Fhey should be written i using terms that are as simple, unambiguous and as easy to
understand as possible, without losing their legal meaning,

If so required, certificates they should be written in the language of the #mporting country. In such
circumstances, they should also be written in a language understood by the certzfying official.

Certificates Fhey should require appropriate identification of aquatic animals and aguatic animal products
except where this is impractical (e.g. eyed eggs).

Certificates Fhey should not requite a certifying official to certify matters that are outside his/her
knowledge or that he/she cannot ascertain and verify.

Where appropriate, when presented to the certifying veterinarian, certificates they should be
accompanied;—when—presented—to—the—rertfyinsofficsal, by notes of guidance indicating the extent of

enquiries, tests or examinations expected to be carried out before the certificate is signed.

Their text of a certificate should not be amended except by deletions that must be signed and
stamped by the certzfying official.

The signature and stamp must be in a colour different to that of the printing of the certificate. The
stamp may be embossed instead of being a different colour.

Only original certificates should be accepted by the importing country.

Replacement certificates may be issued by a Competent Authority to replace original certificates that
have been, for example, lost, damaged, contain errors, or where the original information is no longer
correct. These replacements should be provided by the issuing authority and be clearly marked to
indicate that they ate replacing the original certificate. A replacement certificate should reference the
number and the issue date of the certificate that it supersedes. The superseded certificate should be
cancelled and where possible, returned to the issuing authority.

Article 5.2.4.

Electronic certification
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1. Certification may be provided by electronic documentation sent directly from the Competent Authority
of the exporting country to the Competent Authority of the importing conntry. Normally, such systems also
provide an interface with the commercial organisation marketing the commodity for provision of
information to the certifying authority. The certifying official must have access to all information such as
laboratory results and aguatic animal identification data.

2. Electronic certificates should carry the same information as conventional certificates.

3. The Competent Authority must have in place systems for the security of electronic certificates against
access by unauthorised persons or organisations.

4. 'The certifying official must be officially responsible for the secure use of his/her electronic signature.

—  text deleted
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Annex XVI

CHAPTER 5. 10.

MODEL HEALTH CERTI FI CATES
FOR | NTERNATI ONAL TRADE I N
LI VE AQUATI C ANI MALS AND
PRODUCTS OF AQUATI C ANI MAL ORI GI N

EU comment

The EU would agree with the proposed text.

Article 5.10.1.

Notes for guidance on the health certificates for international trade in live aquatic animals and
products of aquatic animal origin

1. General

Please complete the certificate on paper in capital letters. To confirm an option, mark the box with a
cross (X). Ensure that no portion of certificate is left blank in a manner that would allow it to be
amended. Non-applicable fields may be crossed out.

2. Part . Details of dispatched consignment

Country: HName of the country that issues the certificate.

Name and full address of the natural or legal entity dispatching the consignment.

Box L.1. . . .
Information on telephone and fax numbers or e-mail address is recommended.

The certificate reference number is the number used by the Competent Authority of

Box L.2. the country to identify the certificate.

Box L.3. HName of the Competent Authority.

Name and full address of the natural or legal entity to whom the consignment is

Box 1.4. . 1 . .
destined at the time the certificate is issued.

Name of the country from which the live aquatic animals er—gametes are being
Box L5. exported. For aquatic animal products, name the country(ies) where the finished
products were produced, manufactured or packed.

“ISO code” refers to the international standard two-letter code (ISO 3166-1 Alpha-2
Code) for a country produced by the International Organization for Standardization.

Box L.6. HName of the zone or compartment of origin, if relevant, in part II of the certificate.

Name of the country of destination.
Box I.7. “ISO code” refers to the international standard two-letter code (ISO 3166-1 Alpha-2
Code) for a country produced by the International Organization for Standardization.

Name of the zone or compartment of destination, if relevant, in part II of the

Box L.8. .

certificate.

Name and full address of the place(s) from which the live aquatic animals or aquatic
Box L.9. animal products are being exported; and official approval or registration number when

required.
For live aquatic animals and-gametes: the establishment(s) or place of capture.

For products of aquatic animal origin: the premises from which the products are to be

dispatched.
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Box

1.10.

Name of the place from which the live aquatic animals or aquatic animal products are being
shipped (this will be a land, sea or airport).

Box

L11.

Date of departure. For live aquatic animals include the expected time of departure.

Box

1.12.

Details of the means of transport.

Identification of the means of transport at the time the certificate is issued: for air transport,
the flight number; for maritime transport, the name of the vessel; for rail transport, the number
of the train and the wagon and for road transport, the registration number of the road vehicle
and the number of the trailer where used.

Box

1.13.

Name of expected border post and, if available, its UN/LOCODE (refer to the United
Nations Code for Trade and Transport Locations).

Box

1.14.

CITES permit number(s) if the commodity concerns species listed in the Convention on
International Trade in Endangered Species of Wild Fauna and Flora.

Box

I.15.

Describe the commodity or use the titles as they appear in the Harmonised System of the
World Customs Organization.

Box

I.16.

Heading or HS Code of the Harmonized System set up by the World Customs Organization.

Box

1.17.

Total quantity or weight of the commodity.

For live aquatic animals and-gametes give the total count or weight.

For aquatic animals products give the gross weight and the net weight in kg of the whole
consignment.

Box

1.18.

Temperature of products for transport and storage.

Box

1.19.

For live aquatic animals esgametes give the total number of containers in which they are being
transported. For aquatic animal products give the total number of packages.

Box

1.20.

Identify the containers/seal numbers whete required.

Box

1.21.

Identify the type of packaging of aquatic animal products as defined in Recommendation No.
21 — Code of Passengers, Type of Cargo, Package and Packaging Materials of UN/CEFACT
(United Nation Centre for Trade Facilitation and Electronic Business).

Box

1.22.

Intended use of the imported live aquatic animals or aquatic animal products.

Breeding: applies to gametes and broodstock.

Grow out: applies to live aquatic animals;—aeuatic—eges—and—aquatedarvae requiring time in

culture.

Slaughter: applies to live aquatic animals for slaughter.

Restocking: applies to live aquatic animals for the purpose of rebuilding stocks.

Ornamental: applies to live aquatic animals kept for companionship or enjoyment.
Competition/Display: applies to live aquatic animals used for display or competition purposes.

Human consumption: applies to live aquatic animals (without further aquaculture involved) or
aquatic animals products intended for human consumption.
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Box
1.22.

Aquatic animal feed: means any product of animal origin (single or multiple), whether
processed, semi-processed or raw, that is intended to be fed to aquatic animals.

Further processing: applies to products of aquatic animal origin that have to be further
processed before being suitable for end use.

Other technical use: applies to aquatic animal products not intended for human or aquatic
animal consumption. These include aquatic animal products that are intended for use in the
pharmaceutical, medical, cosmetic and other industries. Such products may be subjected to
extensive further processing.

Technical use in live aquatic animals: applies to aquatic animal products used in live aquatic
animals, e.g. to stimulate ovulation.

Box

1.23.

Mark, if appropriate.

Box
1.24.

Details on the nature of the commodity sufficient to identify it.

For live aquatic animals and-gametes: Category (i.e. amphibian, crustacean, fish or mollusc);
Wild stocks or Cultured stocks; Species (scientific name); QuantityorWeight-and if required,
Identification system; Batch number or other identification details; Age; Sex.

Box
1.24.

For products of aquatic animal origin: Category (i.e. amphibian, crustacean, fish or mollusc);
Wild stocks or Cultured stocks; Species (Scientific name); Approval number of
establishment(s) (e.g. processing plant; cold store); Lot identification/date code; Number of]

packages.

3. Part II. Zoosanitary information

Complete this part in accordance with the requirements agreed between the Competent

Box I1I. Authorities of the importing and exporting countries in accordance with the
recommendations in the Aguatic Code.

Box ILa. ‘Reference number: see box 1.2,

Certifying  |[Name, address, official position, date of signature and official stamp of the Competent

Official Authority.
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Article 5.10.2.

Model Health Certificate for International Trade in Live Aquatic Animals and-Gametes

COUNTRY :
L.1. Consignor: 1.2. Certificate reference number:
Name:
Address: 1.3. Competent Authority:

1.4. Consignee:
Name:

Address:

Part I: Details of dispatched consignment

| Identification:

1.5. Country of origin: ISO code* 1.6. Zone or compartment of origin**:

1.7. Country of destination: ISO code* 1.8. Zone or compartment of destination**:
1.9. Place of origin:

Name:

Address:

1.10. Place of shipment: 1.11. Date of departure:

1.12. Means of transport: 1.13. Expected border post:

Aeroplane O Ship O Railway 1.14. CITES permit No(s).**:

Road vehicle O Other O wagon 0O

1.15. Description of commodity:

1.16. Commodity code (ISO code):

1.17. Total quantity/weight:

1.18.

1.19. Total number of containers:

| 1.20. Identification of container/seal number:

| L21. Type of packaging:

| 1.22. Commodities intended for use as:

Breeding O
Ornamental O

Competition/Exhibition O

Grow out O Slaughter O

Other 0 If other, specify.........

Restocking O

| 1.23. For import or admission:
| Definitive import O

Re-entry O

Temporary admission O

1.24. Identification of commodities:

| Amphibiano

Crustacean O

Fish o

Mollusc O

| Wild stock O

Cultured stock O

Species (Scientific name) Age *

Batch number*

Identification system*

Sex *

* Optional and ** If referenced in Part II.
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COUNTRY :

I1.a. Certificate reference number:

II. The undersigned Certifying Official certifies that the aquatic animal(s) and gametes described above satisfy(ies) the
following requirements:

Part II. Zoosanitary information

Certifying Official:

Name and address (in capital letters): Official position:
Date: Signature:
Stamp:
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Article 5.10.3.

Model Health Certificate for International Trade in Products of Aquatic Animal Origin

COUNTRY:
1.1. Consignor: 1.2. Certificate reference number:
Name:
Address: 1.3. Competent Authority:

1.4. Consignee:
Name:

Address:

1.5. Country of origin:

ISO code*

1.6. Zone or compartment of origin**:

1.7. Country of destination:

ISO code*

1.8. Zone or compartment of destination**:

1.9. Place of origin:
Name:

Part I: Details of dispatched consignment

Address:

1.10. Place of shipment:

1.11. Date of departure:

1.12. Means of transport:

Aeroplane O
Road vehicle O

Ship O
Other O

Identification:

Railway wagon O

1.13. Expected border post:

1.14. CITES permit No(s).**:

1.15. Description of commodity:

1.16. Commodity code (ISO code):

1.17. Total quantity/weight:

1.18. Temperature of product:
Ambient O

Chilled O

Frozen O

1.19. Total number of packages:

1.20. Identification of container/seal number:

1.21. Type of packaging:

Human consumption O
Further processing O
Other O

If other, specify.........

1.22. Commodities intended for use as:

Aquatic animal feed O
Other technical use O
Technical use in live aquatic animals O
If Technical use, specify.........

1.23.

1.24. Identification of commodities:

Amphibiann

Crustacean O

Fish o Mollusc O

Wild stock O

Cultured stock O

Species (Scientific name)

Approval number of

establishments

Lot ID/date code

* Optional and ** If referenced in Part II.
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COUNTRY :

II.a. Certificate reference number

II. The undersigned Certifying Official certifies that the product(s) of aquatic animal origin described above satisfy(ies)
the following requirements:

Part II. Zoosanitary information

i

Certifying Official:

Name and address (in capital letters): Official position:
Date: Signature:
Stamp:
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Annex XVII

CHAPTER 7. 2.

TRANSPORT WeLFARE OF FARMED FI SH BURING
FRANSPORT

EU comment

The EU can support the proposed changesin the Chapter on Transport of Fish.

Preamble: Transport is stressful to fish. This Chapter provides information to minimise the effect of
transport on the welfare of farmed fish (hereafter referred to as fish). It applies to their transport by air, by
sea or on land within a country and between countries, and only considers the issues related to their
welfare. Recommendations for measures to control the aquatic animal health risks related to the transport
of fish are included in Chapter 5.4. on Recommendations for safe transport of aguatic animals and aquatic
animal products.

Article 7.2.1.
Responsibilities

All personnel handling fish throughout the transportation process are responsible for ensuring that
consideration is given to the potential impact on the welfare of the fish.

The roles of each of the various personnel are defined below:
1. The responsibilities of the Competent Authority for the exporting and importing jurisdiction include:

a)  establishing minimum standards for fish welfare during transport, including examination before,
during and after their transport, appropriate certification and record keeping;

b) ensuring awareness and training of personnel involved in transport;

c) ensuring implementation of the standards, including possible accreditation of transport
companies.

2. Owners and managers of fish at the start and at the end of the journey are responsible for:
a) the general health of the fish and their fitness for transport at the start of the journey and to
ensure the overall welfare of the fish during the transport regardless of whether these duties are

subcontracted to other parties;

b) ensuring competent personnel supervise operations at their facilities for fish to be loaded and
unloaded in a manner that causes minimum stress and injury;

¢) having a contingency plan available to enable humane killing of the fish at the start and at the end
of the journey, as well as during the journey, if required;

d) ensuring the fish have a suitable environment to enter at their destination that ensures their
welfare is maintained.
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3. Transport companies, in cooperation with the farm owner/manager, are responsible for planning the
transport to ensure that the transport can be carried out according to fish health and welfare
standards including:

Annex XVII (contd)

9

d)

using a well maintained vebicle that is appropriate to the species to be transported;
g 11 tained vehicle that is appropriate to the sp to be transported

ensuring that competent staff are available for loading and unloading; and to ensure swift,
humane killing of the fish, if required;

having contingency plans to address emergencies and minimise stress during transport;

selecting suitable equipment for loading and unloading of the vebicle.

4. The person in charge of supervising the transport is responsible for all documentation relevant to the
transport, and practical implementation of recommendations for welfare of fish during transport.

Article 7.2.2.

Competence

All parties supervising transport activities, including loading and unloading, should have an appropriate
knowledge and understanding to ensure that the welfare of the fish is maintained throughout the process.
Competence may be gained through formal training and/or practical experience.

1. All persons handling live fish, or who are otherwise responsible for live fish during transport, should
be competent according to their responsibilities listed in Article 7.2.1.

2. Competent Authority, farm owners/managers, and transport companies have a responsibility in
providing training to their statf and personnel.

3. Any necessary training should address species-specific knowledge and may include practical
experience on:

o)
b)
9

d)

g

fish behaviour, physiology, general signs of disease and poor welfare;
operation and maintenance of equipment relevant to fish health and welfare;
water quality and suitable procedures for water exchange;

methods of live fish handling during transport, loading and unloading (species-specific aspects
when relevant);

methods for inspection of the fish, management of situations frequently encountered during
transport such as changes in water quality parameters, adverse weather conditions, and
emergencies;

methods for the humane killing of fish in accordance with Chapter X.X. on the Humane killing
of fish for disease control purposes (in preparation);

logbooks and record keeping.
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Annex XVI1I (contd)

Article 7.2.3.

Planning the transport

1.  General considerations

Adequate planning is a key factor affecting the welfare of fish during transportation. The pre-
transport preparation, the duration and route of a transport should be determined by the purpose of
the transport e.g. biosecurity issues, transport of fish for stocking farms or resource enhancement,
for slaughter/killing for disease control purposes. Before the transport starts, plans should be made
in relation to:

a

N\aog

type of vehicle and transport equipment required;

route — such as distance, expected weather and/or sea conditions;
nature and duration of the transport;

need for care of the fish during the transport;

emergency response procedures related to fish welfare;

assessment of the necessary biosecurity level (e.g. washing and disinfection practices, safe places
for changing water, treatment of transport water (refer to Chapter 5.4.).

2. Vehicle design and maintenance

a)  Vebicles and containers used for transport of fish should be appropriate to the species, size, weight
and number of fish to be transported.

b)  VVebicles and containers should be maintained in good mechanical and structural condition to
prevent predictable and avoidable damage of the webicle that may directly or indirectly affect the
welfare of transported fish.

c)  Vebicles (if relevant) and containers should have adequate circulation of water and equipment for
oxygenation as required to meet variations in the conditions during the journey and the needs of
the animals being transported, including the closing of valves in well boats for biosecurity
reasons.

d) The fish should be accessible to inspection en route, if necessary, to ensure that fish welfare
standards can be assessed.

e) Documentation that focuses on fish welfare and thus carried with the zebicle should include a
transport logbook of stocks received, contact information, mortalities and disposal/storage logs.

3.  Water

a)  Water quality (e.g. oxygen, CO2 and NH3 level, pH, temperature, salinity) should be appropriate
for the species being transported and method of transportation.

b) Equipment to monitor and maintain water quality may be required depending on the length of

the transport.
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Preparation of fish for the transport

a) Prior to transport, feed should be withheld from the fish, taking into consideration the fish
species and life stage to be transported.

b) The ability of the fish to cope with the stress of transport should be assessed based on health
status, previous handling and recent transport history of the fish. Generally, only fish that are fit

for transport should be loaded. HExeeptfor Transport for disease control purposes: should be
in accordance with Chapter X.X. on the humane killing of fish for disease control purposes (in
preparation); fanderstadyy Onlyfish-thatarefitfortransportshould-beloaded.

¢) Reasons for considering of unfitness of fish for transport includes:
i)  displaying clinical signs of disease;

i)  significant physical injuries or abnormal behaviour, such as rapid ventilation or abnormal
swimming;

iif) recent exposure to stressors that adversely affect behaviour or physiological state (for
example extreme temperatures, chemical agents).

Species-specific recommendations

Transport procedures should take account of variations in the behaviour and specific needs of the
transported fish species. Handling procedures that are successful with one species may be ineffective
or dangerous for another species.

Some species or life stages may need to be physiologically prepared prior to entering a new
environment, such as by feed deptivation or osmotic acclimatisation.

Contingency plans

There should be a contingency plan that identifies the important adverse fish welfare events that may be
encountered during the transport, the procedures for managing each event and the action to be taken
in such an event. For each event, the plan should document the actions to be undertaken and the
responsibilities of all parties involved, including communications and record keeping,.

Article 7.2.4.

Documentation

1.

Fish should not be loaded until the required documentation is complete.
The documentation accompanying the consignment (the transport log) should include:
a) description of the consignment (e.g. date, time, and place of loading, species, biomass load);

b)  description of the transport plan (e.g. including route, water exchanges, expected time, date and
place of arrival and unloading and receiver contact information).

The transport log should be made available to the dispatcher and the receiver of the consignment as

well as to the Competent Anthority upon request. Transport logs from previous journeys should be kept
after completion of the transport for a period of time as specified by the Competent Authority.
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Article 7.2.5.

Loading the fish

1. The issues which should be addressed to avoid unnecessary stress and injury to the fish include:

2)
b)

crowding procedure in farm pond, tank, net or cage prior to loading;

equipment (such as nets, pumps, pipes and fittings) both impropetly constructed, for example
with sharp bends or protrusions or improperly operated by overloading the system with fish of
incotrect size or number of fish per time unit according to the equipments capacity;

water quality - some species of fish should be acclimatised if there is a likelihood of the fish
being transported in water of a significantly different temperature or other water parameters.

2. The density of fish in a vehicle and/or container should be in accordance with scientific data where
available and not exceed what is generally accepted for a given species and a given situation.

3. Loading should be carried out, or supervised, by operators with knowledge and experience of the
behaviour and other characteristics of the fish species being loaded to ensure that the welfare of the
fish is maintained.

Article 7.2.6.

Transporting the fish

EU comment

Point 1.c) of Art 7.2.6 should be reworded as to clarify whether the objective of this
sentence is to minimise stress and injuries to fish or, for example, the movements of
water in well boats.

1.  General considerations

)

b)

)

Periodic inspections should take place during the transport to verify that acceptable welfare is
being maintained.

Ensure that water quality is monitored and the necessary adjustments made to avoid extreme
conditions.

Travel in a manner that minimises uncontrolled movements of the fish.

2. Sick or injured fish

a)

b)

In the event of a fish health emergency during transport, the vebicle operator should initiate the
procedure to implement the contingency plan (see point 6 of Article 7.2.3.).

If the killing of fish is necessary during the transport, the person in charge should ensure that
the killing is carried out humanely in accordance with Chapter X.X. on the Humane killing of
fish for disease control purposes (in preparation), and in compliance with relevant legislation.

Article 7.2.7.
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Unloading the fish
1. The principles of good fish handling during loading apply equally during unloading.

2. Fish should be unloaded as soon as possible after arrival at the destination, allowing sufficient time to
ensure that the unloading procedure does not cause harm to the fish. Some species of fish should be
acclimatised if there is a likelihood of the fish being unloaded into water of a significantly different
quality (such as temperature, salinity, pH).

3. Moribund or seriously injured fish should be removed and humanely killed in accordance with
Chapter X.X. on the Humane killing of fish for disease control purposes (in preparation).

Article 7.2.8.

Post-transport activities

1. The person in charge of receiving the fish should closely observe them during the post-transport
period, and keep appropriate records.

2. Fish showing abnormal clinical signs should be humanely killed in accordance with Chapter X.X. on
the Humane killing of fish for disease control purposes (in preparation) ot isolated and examined by
a veterinarian or other qualified personnel, who may recommend treatment.

3. Significant problems associated with transport should be evaluated to prevent recurrence of such
problems.

—  text deleted
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REVI SED ARTI CLE X. X. 8.

AN EXAMPLE (DI SEASE X)
TO BE APPLI ED ACROSS ALL DI SEASE CHAPTERS
(SECTI ONS 8, 9, 10 AND 11)

EU comment

The EU would agreeto limit the scope of the Ol E Aquatic Codeto issuesunder the OIE
mandate. Nevertheless, it isnot clear in the proposed text thislimitation.

1) The EU would suggest this alter native wording for thefirst sentence of point 3 of
Article X.X.8:

3. For the purposes of the Aguatic Code, aspects of the ICES Code relevant for the prevention of
disease X (full version see: http://www.ices.dk/indexfla.asp) may be summarised to the following points:

2) Thelink tothe | CES Code provided in thisarticle doesnot work: pleasereplaceit by
http://www.ices.dk/pubs/Miscellaneous/| CESCodeof Practice.pdf.

3) We would suggest a recommendation for point 4 of Article X.X.8. to help competent
authoritiesto solve the problem when the conditionsin the quarantine are not conducive
to the clinical expression of the disease. The approach would be to introduce susceptible
aquatic animal species (SPF individues) among imported aquatic animalsin quarantine.
These SPF aquatic animals can then be moved to conditions suitable for multiplication
and development of the disease. Therefor e we propose the following wor ding:

With respect to point 3¢), quarantine conditions should be conducive to multiplication of the pathogen
and eventually to clinical expression. If quarantine conditions are not suitable for pathogen multiplication
and development, competent authorities may decide to introduce susceptible aquatic animal species (SPE
individues) among imported aquatic animals in quarantine. These SPF aquatic animals can then be moved
to conditions suitable for multiplication and development of the disease.the-tecommended-diagnostie

[

Article X X 8.

Importation of live aquatic animals for aquaculture from a country, zone or compartment not
declared free from ‘Disease X’

[..]

2. If the intention of the introduction is the establishment of a new stock, the Code of Practice on the
Introductions and Transfers of Marine Organisms of the International Council for the Exploration

of the Seas (ICES) should be considered fellewed.
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3. For the purposes of the Aguatic Code, relevant aspects of the ICES Code (full version see:
http://www.ices.dk/indexfla.asp) may be summatised to the following maint points:

2)

b)

)

d)

g

h)

I~

identify stock of interest (cultured or wild) in its current location;

evaluate stock health/disease history;

take and test samples for abalone herpes-like virus, pests and general health/disease status;
import and quarantine in a secure facility a founder (F-0) population;

produce F-1 generation from the F-0 stock in guarantine;

culture F-1 stock and at critical times in its development (life cycle) sample and test for abalone
herpes-like virus and perform general examinations for pests and general health/disease status;

if ‘Disease X’ is not detected, pests are not present, and the general health/disease status of the
stock is considered to meet the basic biosecurity conditions of the mmporting conntry, gone ot compartment,
the F-1 stock may be defined as free of infection with ‘Disease X’ or specific pathogen free
(SPF) for ‘Disease X’;

release SPF F-1 stock from guarantine for aquacnlture or stocking purposes in the country, zone or
compartment.

With respect to point 3e), quarantine conditions should be conducive to multiplication of the

pathogen and eventually to clinical expression. If quarantine conditions are not suitable for pathogen
multiplication and development, the recommended diagnostic approach might not be sensitive
enough to detect low infection level.

Annex XVI1II (contd)

This Article does not apply to commuodities referred to in point 1 of Article X.X.3.

—  text deleted
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CHAPTER 1122 X.

| NFECTI ON W TH ABALONE HERPES- LI KE VI RUS

EU comment

The EU would agree with the proposed text.

Article 112.2 X 1.

For the purposes of the Aguatic Code, infection with abalone herpes-like virus means herpes-like—virus

associated-manifestation—in—abalene: any form of the abalone viral mortality complex (AVM) caused by
abalone herpes-like virus.

hefpes—hke—vrf&s nforrnatlon on methods for dzagnom are prov1ded in the Aqmz‘zc Mﬂﬂ%d/ (under
development).

Article 112.2. X 2.
Scope

The recommendations in this Chapter apply to: Haliotis diversicolor (subspecies aquatilis and supertexta) and in
Haliotis laevegata, H. rubra and hybrids of H. Jaevegata x H. rubra. These recommendations also apply to any
other susceptible species referred to in the Aquatic Mannal when traded internationally.

Article 112-2. X. 3.
Commodities

1. When authorising the importation or transit of the following commodities, the Competent Authorities
should not require any abalone herpes-like virus related conditions, regardless of the abalone herpes-
like virus status of the exporting country, zone or compartment:

a)  For the species referred to in Article 112:2.X.2. intended for any purpose:

1) commodities treated in a manner that inactivates the disease agent e.g. canned or pasteurized
products;

b)  [The following commodities destined for human consumption from the species referred to in
Article 1122-X.2. which have been prepared and packaged for direct retail trade:

i)  off the shell (chilled ot frozen).

For the commodities referred—te listed in point 1b), OIE Members may wish to consider introducing
internal measures to address the risks associated with prevent the commodity being used for any
purpose other than for human consumption. (under study)]

2. When authorising the importation or transit of commodities of a species referred to in Article
1122 X 2., other than commodities referred to in point 1 of Article 112:2.X.3., the Competent Authorities
should require the conditions prescribed in Articles 11222.X.7. to 112:2.X.11. relevant to the abalone
herpes-like virus status of the exporting country, one or compartment.
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When considering the importation/transit from an exporting country, zone ot compartment not declared
free of infection with abalone herpes-like virus of a commodity from mollusg species not covered in
Article 1122.X.2. peia-petattbrofArtele HI22331 but which could reasonably be expected to be
a potential mechanical vector for abalone herpes-like virus, the Competent Authorities should conduct a
risk analysis in accordance with the recommendations in the Aguatic Code. The exporting country should
be informed of the outcome of this assessment.

Article 112.2 X 4.

Abalone herpes-like virus free country

A country may make a se/f-declaration of freedom from abalone herpes-like virus if it meets the conditions in
points 1, 2, 3 or 4 below.

If a country shares a gome with one or more other countries, it can only make a se/f-declaration of freedom from
abalone herpes-like virus if all the areas covered by the shared water are declared abalone herpes-like virus
free zones (see Article 1122.X.5.).

1.

OR

OR

OR

A country where none of the susceptible species referred to in Article 1122.X.2. is present may make a
self-declaration of freedomr from abalone herpes-like virus when basic biosecurity conditions have been
continuously met in the country for at least the past 2 years.

A country where any susceptible species referred to in Article 1122 X.2. are present but there has been
no observed occurrence of the disease for at least the past 10 years despite conditions — in all areas
where the species are present — that are conducive to its clinical expression, as described in the
corresponding cEhapter 229: of the Agwatic Mannal, may make a self-declaration of freedom trom
abalone herpes-like virus when basic biosecurity conditions have been continuously met in the country for
at least the past 2 years and infection with abalone herpes-like virus is not known to be established in
wild populations.

A country where the last known clinical occurrence was within the past 10 years or where the znfection
status prior to fargeted surveillance was unknown (e.g. because of the absence of conditions conducive
to clinical expression as described in the corresponding cEhapter 2:2:9- of the Aguatic Mannal) may
make a self-declaration of freedom from abalone herpes-like virus when:

a) basic biosecurity conditions have been continuously met for at least the past 2 years; and

b)  targeted surveillance, as described in Chapters 1.4.33-% of the Aguatic Code and 229—etthe=Aguatic
Muannad, has been in place for at least the past 2 years without detection of abalone herpes-like
virus.

A country that has previously made a seff-declaration of freedom from abalone herpes-like virus but in
which the disease is subsequently detected may make a se/f-declaration of freedom from abalone herpes-like
virus again when the following conditions have been met:

a) on detection of the disease, the affected area was declared an infected gone and a buffer protection zone
was established; and
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b) infected populations have been destroyed or removed from the #nfected zone by means that
minimise the 7is& of further spread of the disease, and the appropriate disinfection procedures (see
Agquatic Mannal) have been completed; and

C)  targeted surveillance, as described in Chapters 1.4.33- of the Aguatic Code and-229—eftheAguati
Manwuad, has been in place for at least the past 2 years without detection of abalone herpes-like
virus; and

d) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place for at least the past 2 years.

In the meantime, part of the non-affected area may be declared a free gome provided that such part meets
the conditions in point 3 of Article 112:2.X.5.

Article 112.2 X. 5.

Abalone herpes-like virus free zone or free compartment

A zone ot compartment free from abalone herpes-like virus may be established within the #erritory of one or
more countries of infected or unknown status for infection with abalone herpes-like virus and declared

free

by the Competent Authority(ies) of the country(ies) concerned if the gone or compartment meets the

conditions referred to in points 1, 2, 3 or 4 below.

If a zome ot compartment extends over more than one country, it can only be declared a abalone herpes-like
virus free gone or compartment if the conditions outlined below apply to all areas of the zone or compartment.

OR

OR

In a country of unknown status for abalone herpes-like virus, a gone or compartment where none of the
susceptible species referred to in Article 112:2.X.2. is present may be declared free from abalone herpes-
like virus when basic biosecurity conditions have been continuously met in the gone or compartment for at
least the past 2 years.

In a country of unknown status for abalone herpes-like virus, a zome or compartment where any
susceptible species referred to in Article 1122X.2. are present but there has been no observed
occutrence of the disease for at least the past 10 years despite conditions — in all areas where the
species are present — that are conducive to its clinical expression, as described in the corresponding
cChapter 2:2:9: of the Aguatic Manual, may be declared free from abalone herpes-like virus when basic
biosecurity conditions have been continuously met in the gome or compartment for at least the past 2 years
and infection with abalone herpes-like virus is not known to be established in wild populations.

A zone or compartment where the last known clinical occurrence was within the past 10 years or where
the znfection status prior to targeted surveillance was unknown (e.g. because of the absence of conditions
conducive to clinical expression as described in the corresponding cEhapter 229 of the Aguatic
Manual) may be declared free from abalone herpes-like virus when:

a)  basic biosecurity conditions have been continuously met for at least the past 2 years; and

b)  targeted surveillance, in Chapters 1.4.33-% of the Aguatic Code and-229—otthe=Aguatic Mannai, has

been in place for at least the past 2 yeatrs without detection of abalone herpes-like virus.
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OR

4. A zone previously declared free from abalone herpes-like virus but in which the disease is detected may
again be declared free from Adewekin abalone herpes-like virus again when the following conditions

have been met:

a) on detection of the disease, the affected area was declared an znfected zone and a buffer protection zone
was established; and

b) infected populations have been destroyed or removed from the snfected zone by means that
minimise the 7isk of further spread of the disease, and the appropriate disinfection procedures (see
Agquatic Mannal) have been completed; and

C)  targeted surveillance, as described in Chapters 1.4.333-% of the Aguatic Code and-229—oftheAguati

Manwuad, has been in place for at least the past 2 years without detection of abalone herpes-like
virus; and

d) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place for at least the past 2 years.

Article 112-2. X. 6.
Maintenance of free status

A country, gome or compartment that is declared free from abalone herpes-like virus following the provisions
of points 1 or 2 of Articles 1122.X.4. or 11222.X.5. (as relevant) may maintain its status as abalone herpes-
like virus free provided that basic biosecurity conditions are continuously maintained.

A country, zome ot compartment that is declared free from abalone herpes-like virus following the provisions
of point 3 of Articles 1122.X.4. or 1122.X.5. (as relevant) may discontinue zargeted surveillance and maintain
its status as abalone herpes-like virus free provided that conditions that are conducive to clinical
expression of infection with abalone herpes-like virus, as described in Chapter229- in the corresponding

chapter of the Aqguatic Mannal, exist and basic biosecurity conditions are continuously maintained.

However, for declared free gones or compartments in infected countries and in all cases where conditions are
not conducive to clinical expression of infection with abalone herpes-like virus, Zargeted surveillance needs to
be continued at a level determined by the Competent Authority on the basis of the likelihood of infection.

Article 112-2. X. 7.

Importation of live aquatic animals from a country, zone or compartment declared free from
abalone herpes-like virus

When importing live aquatic animals of species referred to in Article 112:2.X.2. from a country, gone or
compartment declared free from abalone herpes-like virus, the Competent Authority of the importing country
should require an international aquatic animal health certificate issued by the Competent Authority of the exporting
country or a certifying official approved by the importing country.

This certificate must certify, on the basis of the procedures described in Articles 112:2.X.4. or 1122.X.5. (as
applicable), whether the place of production of the aguatic animal is a country, gone ot compartment declared

free from abalone herpes-like virus.

The certificate should be in accordance with the Model Certificate in Chapter 5.10. Appendix4-+2-
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This Article does not apply to commuodities referred to in point 1 of Article 112:2.X.3.

Article 112.2 X. 8.

Importation of live aquatic animals for aquaculture from a country, zone or compartment not
declared free from abalone herpes-like virus

1.

[~

When importing, for aguaculture, live aguatic animals of species referred to in Article 1122.X.2. from a
country, gone or compartment not declared free from abalone herpes-like virus, the Competent Authority
of the importing country should assess the risk and, if justified, apply the following ris& mitigation
measures:

a) the direct delivery to and lifelong holding of the consignment in biosecure facilities for
continuous isolation from the local environment; and

b) the treatment of all effluent and waste material in a manner that ensures inactivation of abalone
herpes-like virus.

If the intention of the introduction is the establishment of a new stock, the Code of Practice on the
Introductions and Transfers of Matine Organisms of the International Council for the Exploration

of the Seas (ICES) should be considered fellewed.

For the purposes of the Aguatic Code, televant aspects of the ICES Code (full version see:
http://www.ices.dk/indexfla.asp) may be summatised to the following main points:

a)  identify stock of interest (cultured or wild) in its current location;

b) evaluate stock health/disease history;

¢) take and test samples for abalone herpes-like virus, pests and general health/disease status;
d) import and quarantine in a secure facility a founder (F-0) population;

e) produce F-1 generation from the F-0 stock in guarantine;

f)  culture F-1 stock and at critical times in its development (life cycle) sample and test for abalone
herpes-like virus and perform general examinations for pests and general health/disease status;

@) if abalone herpes-like virus is not detected, pests ate not present, and the general health/disease
status of the stock is considered to meet the basic biosecurity conditions of the importing country, zone
ot compartment, the F-1 stock may be defined as free of infection with abalone herpes-like virus
Mowmaekini or specific pathogen free (SPF) for abalone herpes-like virus;

h) release SPF F-1 stock from guarantine for agunaculture or stocking purposes in the country, zome or
compartment.

ith respect to point 3e uarantine conditions shoul e conducive to multiplication of the

pathogen and eventually to clinical expression. If quarantine conditions are not suitable for pathogen
multiplication and development, the recommended diagnostic approach might not be sensitive
enough to detect low infection level.

This Article does not apply to commuodities referred to in point 1 of Article 112:2.X.3.

OIE Aquatic Animal Health Standards Commission / September—October 2009



98

Annex XIX (contd)

Article 112-2. X. 9.

Importation of live aquatic animals for processing for human consumption from a country, zone
or compartment not declared free from abalone herpes-like virus

When importing, for processing for human consumption, live aguatic animals of species referred to in
Article 11222.X.2. from a country, gone or compartment not declared free from abalone herpes-like virus, the
Competent Authority of the importing country should assess the risk and, if justified, require that:

1. the consignment be delivered directly to and held in guarantine faciliies until processing and/or
consumption; and

2. all effluent and waste material from the processing be treated in a manner that ensures inactivation of
abalone herpes-like virus.

This Article does not apply to commuodities referred to in point 1 of Article 112:2.X.3.

Article 112-2. X 10.

Importation of aquatic animal products from a country, zone or compartment declared free from
abalone herpes-like virus

When importing aguatic animal products of species referred to in Article 1122.X.2. from a country, zome or
compartment declared free from abalone herpes-like virus, the Competent Authority of the importing country
should require that the consignment be accompanied by an inernational aguatic animal health certificate issued
by the Competent Authority of the exporting country ot a certifying official approved by the smporting conntry.

This certificate must certify, on the basis of the procedures described in Articles 11222.X.4. or 1122.X.5. (as
applicable), whether or not the place of production of the consignment is a country, zone or compartment
declared free from abalone herpes-like virus.

The certificate should be in accordance with the Model Certificate in Chapter 5.10 AppendixXXX—-{under
stuady).

This Article does not apply to commodities referred to in point 1 of Article 1122.X.3.

Article 112-2. X 11.

Importation of aquatic animal products from a country, zone or compartment not declared free
from abalone herpes-like virus

When importing aquatic animal products of species referred to in Article 11222.X.2. from a country, gome or
compartment not declared free from abalone herpes-like virus, the Competent Authority of the importing country
should assess the 7is& and apply appropriate 7is& mitigation measures.

This Article does not apply to commodities referred to in point 1 of Article 1122.X.3.

—  text deleted
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CHAPTER 9. X.

NECROTI SI NG HEPATOPANCREATI TI' S

EU comment

The EU would agree with the proposed text.

Article 9. X 1.
For the purposes of the Aguatic Code, necrotising hepatopancreatitis (NHP) means snfection with necrotising
hepatopancreatitis bacteria (NHP-B). This obligate intracellular bacterium is a member of the order a-

Proteobacteria.

Information on methods for diagnosis are provided in the Aquatic Mannal (under development).

Article 9.X 2.
Scope
The recommendations in this Chapter apply to: Pacific white shrimp (Penaeus vannamei), blue shrimp
(P. stylirostris), northern white shrimp (P. setferns) and northern brown shrimp (P. agrecus). These
recommendations also apply to any other susceptible species referred to in the Aquatic Manual when traded

internationally.

For the purposes of this Chapter, the terms shrimp and prawn are used interchangeably.
Article 9.X 3.
Commodities
1. When authorising the importation or transit of the following commodities, the Competent Authorities
should not require any NHP related conditions, regardless of the NHP status of the exporting conntyy,
gone Or compartinent.
a)  For the species referred to in Article 9.X.2. intended for any purpose:
[) cooked products;
i)  canned products;
1ii) crustacean oil;
1v) crustacean eal, and

v)  chemically extracted chitin.] under study

b) [The following products destined for human consumption from species referred to in
Article 9.X.2. which have been prepared and packaged for direct retail trade:
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For the commodities listed in point 1b), OIE Members may wish to consider introducing internal
measures to address the risks associated with the commodity being used for any purpose other
than for human consumption] under study.

2. When authorising the importation or transit of the commodities of a species referred to in Article 9.X.2.,

other than those listed in point 1 of Article 9.X.3., the Competent Authorities should require the
conditions prescribed in Articles 9.X.7. to 9.X.11. relevant to the NHP status of the exporting country,
gone OF compartiment.

When considering the importation/ transit from an exporting country, zone ot compartment not declared
free of NHP of a commodity of a species not covered in Article 9.X.2. but which could reasonably be
expected to be a potential mechanical vector for NHP-B, the Competent Anthorities should conduct a
risk analysis in accordance with the recommendations in the Aguatic Code. The exporting country should
be informed of the outcome of this assessment.

Article 9. X 4.

Necrotising hepatopancreatitis free country

A country may make a se/f-declaration of freedom from NHP if it meets the conditions in points 1, 2, 3 or 4
below.

If a country shares a goze with one or more other countries, it can only make a seff-declaration of freedom from
NHP if all the areas covered by the shared water are declared NHP free countries or zomes (see
Article 9.X.5.).

1.

OR

OR

OR

A country where none of the susceptible species referred to in Article 9.X.2. is present may make a se/f-
declaration of freedom trom NHP when basic biosecurity conditions have been met continuously in the
country for at least the past 2 years.

A country where the susceptible species reterred to in Article 9.X.2. are present but there has been no
observed occurrence of the disease for at least the past 10 years despite conditions that are conducive
to its clinical expression, as described in the corresponding chapter of the Aguatic Manual, may make
a self-declaration of freedom from NHP when basic biosecurity conditions have been continuously met in the
country for at least the past 2 years.

A country where the last observed occurrence of the disease was within the past 10 years or where the
infection status prior to targeted surveillance was unknown (e.g. because of the absence of conditions
conducive to its clinical expression as desctibed in the corresponding chapter of the Aguatic Mannal),
may make a self-declaration of freedom from NHP when:

a)  basic biosecurity conditions have been met continuously for at least the past 2 years; and

b)  targeted surveillance, as described in Chapters 1.4. of the Aguatic Code, has been in place for at least
the last 2 years without detection of NHP-B.

A country that has previously made a seff-declaration of freedom from NHP but in which the disease is
subsequently detected may make a seff-declaration of freedom trom NHP again when the following
conditions have been met:
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a) on detection of the disease, the affected area was declared an infected zone and a protection
zone was established; and

b) infected populations have been destroyed or removed from the #nfected zone by means that
minimise the risk of further spread of the disease, and the appropriate disinfection procedures (see
Agquatic Mannal) have been completed; and

C)  targeted surveillance, as described in Chapter 1.4. of the Aqguatic Code, has been in place for at least
the past 2 years without detection of NHP-B and;

d) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place for at least the past 2 years.

In the meantime, part of the non-affected area may be declared a free zone provided that such part
meets the conditions in point 3 of Article 9.X.5.

Article 9. X 5.

Necrotising hepatopancreatitis free zone or free compartment

A zome ot compartment within the zerritory of one or more countries not declared free from NHP may be
declared free by the Competent Authority(ies) of the country(ies) concerned if the gome ot compartment meets
the conditions referred to in points 1, 2, 3 or 4 below.

If a zone or compartment extends over more than one country, it can only be declared a NHP free zone or
compartment if all the relevant Competent Authorit(ies) confirm that the conditions have been met.

1.

OR

OR

OR

A zone or compartment where none of the susceptible species referred to in Article 9.X.2. is present may be
declared free from NHP when basic biosecurity conditions have been met continuously in the gzore or
compartment for at least the past 2 years.

A gome or compartment where the susceptible species referred to in Article 9.X.2. are present but in which
there has not been any observed occurrence of the disease for at least the past 10 years despite
conditions that are conducive to its clinical expression, as described in the corresponding chapter of
the Aguatic Manual, may be declared free from NHP when basic biosecurity conditions have been
continuously met in the gone ot compartment for at least the past 2 years.

A zone ot compartment where the last observed occurrence of the disease was within the past 10 years or
where the znfection status prior to fargeted surveillance was unknown (e.g. because of the absence of
conditions conducive to clinical expression, as described in the corresponding chapter of the Aguatic
Mannal), may be declared free from NHP when:

a)  basic biosecurity conditions have been met continuously for at least the past 2 years; and

b)  targeted surveillance, as described in Chapter 1.4. of the Aguatic Code, has been in place, through the
gone ot compartment, for at least the past 2 years without detection of NHP-B.

A zone previously declared free from NHP but in which the disease is detected may be again declared
free from NHP when the following conditions have been met:
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a) on detection of the disease, the atfected area was declared an znfected zone and a protection gome was
established; and

b) infected populations have been destroyed or removed from the #nfected zone by means that
minimise the 7is£& of further spread of the disease, and the appropriate disinfection procedures (see
Agquatic Mannal) have been completed; and

C)  targeted surveillance, as described in Chapter 1.4. of the Aqguatic Code, has been in place for at least
the past 2 years without detection of NHP-B and;

d) previously existing basic biosecurity conditions have been reviewed and modified as necessary and
have continuously been in place for at least the past 2 years.

Article 9. X 6.
Maintenance of free status

A country, zone or compartment that is declared free from NHP following the provisions of points 1 or 2 of
Articles 9.X.4. or 9.X.5. (as relevant) may maintain its status as NHP free provided that basic biosecurity
conditions are continuously maintained.

A country, zone or compartment that is declared free from NHP following the provisions of point 3 of
Articles 9.X.4. or 9.X.5. (as relevant) may discontinue Zargeted surveillance and maintain its status as NHP
free provided that conditions that are conducive to clinical expression of NHP, as described in the
corresponding chapter of the Aguatic Manual, exist, and basic biosecurity conditions are continuously
maintained.

However, for declared free gones or compartments in infected countries and in all cases where conditions are
not conducive to clinical expression of NHP, targeted surveillance needs to be continued at a level
determined by the Competent Authority on the basis of the likelihood of Znfection.

Article 9. X 7.

Importation of live aquatic animals from a country, zone or compartment declared free from
necrotising hepatopancreatitis

When importing live aguatic animals of the species referred to in Article 9.X.2. from a country, zone or
compartment declared free from NHP, the Competent Authority of the importing country should require an
international aquatic animal health certificate issued by the Competent Authority of the exporting conntry ot a certifying
official approved by the importing country attesting that, on the basis of the procedures described in Articles
9.X.4. or 9.X.5. (as applicable), the place of production of the aguatic animal is a country, gone or compartment
declared free from NHP.

The certificate should be in accordance with the Model Certificate in Chapter 5.10.

This Article does not apply to commuodities listed in point 1 of Article 9.X.3.

Article 9. X 8.

Importation of live aquatic animals for aquaculture from a country, zone or compartment not
declared free from necrotising hepatopancreatitis

OIE Aquatic Animal Health Standards Commission / September—October 2009



103

Annex XX (contd)

1. When importing, for aquaculture, live aquatic animals of species referred to in Article 9.X.2. from a
country, zone or compartment not declared free from NHP, the Competent Authority of the importing
country should assess the 7isk and, if justified, apply the following r/s& mitigation measures:

a) the direct delivery to and lifelong holding of the consignment in biosecure facilities for
continuous isolation from the local environment; and

b) the treatment of all effluent and waste materials in a manner that ensutres inactivation of NHP-
B.

2. If the intention of the introduction is the establishment of a new stock, the Code of Practice on the

Introductions and Transfers of Marine Organisms of the International Council for the Exploration
of the Seas (ICES) should be considered.

3. For the purposes of the Aguatic Code, relevant aspects of the ICES Code (full version see:
http://www.ices.dk/indexfla.asp) may be summatised to the following points:

a) identify stock of interest (cultured or wild) in its current location;

b) evaluate stock health/disease history;

¢) take and test samples for NHP-B, pests and general health/ disease status;
d) import and quarantine in a secure facility a founder (F-0) population;

e) produce F-1 generation from the F-0 stock in guarantine;

f)  culture F-1 stock and at critical times in its development (life cycle) sample and test for NHP-B
and petform general examinations for pests and general health/disease status;

g if NHP-B is not detected, pests are not present, and the general health/disease status of the stock
is considered to meet basic biosecurity conditions of the importing country, gome, or compartment, the F-1
stock may be defined as NHP free or specific pathogen free (SPF) for NHP-B;

h) release SPF F-1 stock from guarantine for aquaculture or stocking purposes in the country, gone or
compartment.

4. With respect to point 3e), quarantine conditions should be conducive to multiplication of the
pathogen and eventually to clinical expression. If quarantine conditions are not suitable for
pathogen multiplication and development, the recommended diagnostic approach might not be
sensitive enough to detect low infection level.

This Article does not apply to commuodities listed in point 1 of Article 9.X.3.
Article 9.X 9.

Importation of live aquatic animals for human consumption from a country, zone or
compartment not declared free from necrotising hepatopancreatitis

When importing, for human consumption, live aguatic animals of the species referred to in Article 9.X.2.

from a country, gone or compartment not declared free from NHP, the Competent Authority of the importing
conntry should assess the r/s& and, if justified, require that:
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1. the consignment be delivered directly to and held in isolation until processing and/or consumption;
and

2. all effluent, dead aguatic animals and waste materials from the processing be treated in a manner that
ensures inactivation of NHP-B.

Members may wish to consider introducing internal measures to prevent such commodities being used for
any purpose other than for human consumption.

This Article does not apply to commodities listed in point 1 of Article 9.X.3.

Article 9. X 10.

Importation of aquatic animal products from a country, zone or compartment declared free from
necrotising hepatopancreatitis

When importing aguatic animal products of the species referred to in Article 9.X.2. from a country, zone or
compartment declared free from NHP, the Competent Authority of the importing country should require an
international aguatic animal health certificate issued by the Competent Authority of the exporting conntry ot a certifying
official approved by the importing country attesting that, on the basis of the procedures described in Articles
9.X.4. or 9.X.5. (as applicable), the place of production of the consignment is a country, gone ot compartment
declared free from NHP.

The certificate should be in accordance with the Model Cettificate in Chapter 5.10.

This Article does not apply to commodities listed in point 1 of Article 9.X.3.

Article 9. X 11.

Importation of aquatic animal products from a country, zone or compartment not declared free
from necrotising hepatopancreatitis

When importing aquatic animal products of the species referred to in Article 9.X.2. from a country, zone or
compartment not declared free from NHP, the Competent Authority of the importing country should assess the
risk and apply appropriate risk mitigation measures.

This Article does not apply to commuodities listed in point 1 of Article 9.X.3.
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DI SI NFECTED EGGS - NEW ARTI CLES

EU comments
The EU would agree with the proposed text.

1) Nevertheless, clarification is needed with regard to point 1.b). What is meant by the
level of infection? Wethink that disinfected eggs should not beimported if the parents
have tested positive for a pathogen.

2) With regard to point 2.b), it isnot clear why theword " must" isused whereasthe
normal terminology is" should". Moreover, even if eggs have been properly disinfected
and between disinfection and the import, eggs have been kept in specific pathogen free
water, they may beinfected if transported in non-sterile containers. Therefore, we
propose the following alter native text for this point:“between disinfection and import,
eggs should not come into contact with anything which may effect their health status’.

3) With regard to IHN, thereisan inconsistency between what issaid in point 4.1.5. on
" Efficacy limits' of Chapter 1.1.3. on " Methodsfor disinfection of aquaculture
establishments' of the Aquatic Manual and the proposed article. In that chapter of the
Manual it issaid that

"Disinfection of eggs with iodophor may not always be effective in preventing vertical transmission of infectious
pancreatic necrosis virus, Renibacterium salmoninarum and infectious haematopoietic necrosis virus, for
which this method was developed initially. The ineffectiveness of iodophor disinfection in some instances has
been proven by epidemiological studies and |aboratory tests.”

We encourage the AAC to ensure consistency between both provisions.

4) With regard to I SA, could you please provide the background infor mation that has
led the ad-hoc working group to assumethat 1 SA isnot transmmited vertically?

5) We encourage the ACC to draft articles on egg disinfection for all listed diseases.

Article 10.4. X

Importation of disinfected eggs for aquaculture from a country, zone or compartment not
declared free from infectious haematopoietic necrosis

=

When importing disinfected egor of the species referred to in Article 10.4.2 for aguaculture, from a

country, zone or compartment not declared free from IHN, the Competent Authority of the umporting count’

should conduct a risk assessment based on information provided by the Competent Authority of the
exporting country, including at least:

a) the IHN virus status of the water to be used during the disinfection of the eggs;
b) the level of ufection with IHN virus in broodstock (ovarian fluid and milt); and

c) the temperature and pH of the water to be used for disinfection.
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>

o

1f the Competent Authority of the smporting country concludes that the importation is acceptable, it should

apply the following sk mitication measures including:

a) the eoos should be disinfected prior to importing, according to the methods described in
Chapter 1.1.3. of the Aguatic Manunal or those specified by the Competent Authority of the importin

country; and
b) between disinfection and the import, egos must be kept in specific pathogen free water.
When importing disinfected egos of the species referred to in Article 10.4.2. for aguaculture, from a

country, zone ot compariment not declared free from THN, the Competent Authority of the importing country

should require an infernational aquatic animal bealth certificate issued by the Competent Authority of the

exhorting_country or_a_certified official approved bv the wporting country attesting that the procedures

described in point 2 of Article 10.4.X. have been fulfilled.

Article 10.5. X

Importation of disinfected eggs for aquaculture from a country, zone or compartment not
declared free from infectious salmon anaemia

=

>

[l

When importing disinfected ¢gor of the species referred to in Article 10.5.2 for aguaculture, from a

country, zone or compartment not declared free from ISA, the Competent Authority of the importing country
should assess the sk associated with at least:

a) the ISA virus status of the water used during the disinfection of the egos;
b) the level of ufection with ISA virus in broodstock (ovarian fluid and milt); and

c) the temperature and pH of the water used for disinfection.

1f the Competent Authority of the importing country concludes that the importation is acceptable, it should

apply the following risk mitication measures including:

a) the eoos should be disinfected prior to importing, according to the methods described in
Chapter 1.1.3. of the Aguatic Manual or those specified by the Competent Authority of the importing
country, and

b) between disinfection and the import, egos must be kept in specific pathogen free water.

hen importing disinfecte s of the species referred to in Article 10.5.2. for aguaculture, from a
country, zone ot compartment not declared free from ISA, the Competent Authority of the importing country
hould requite an iufernational aquatic animal health certificate issue the Competent Authority of the
exporting country or a_certified official approved bv the mporting country attesting that the procedures

described Article 10.5.X. point 2 have been fulfilled.

Article 10.9. X

Importation of disinfected eggs for aquaculture from a country, zone or compartment not
declared free from viral haemorrhagic septicaemia

OIE Aquatic Animal Health Standards Commission / September—October 2009


http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_risque
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_chapitre_1.10.5.htm#article_1.10.5.2.
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_aquaculture
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_zone
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_compartiment
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_chapitre_1.10.5.htm#article_1.10.5.2.
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_aquaculture
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_zone
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_compartiment
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_risque
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_risque
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_chapitre_1.10.5.htm#article_1.10.5.2.
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_aquaculture
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_zone
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_compartiment
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente

=

>

S

107

When importing disinfected ¢gos of the species referred to in Article 10.9.2 for aguaculture, from a
count, one or compartment not declared free from VHS, the Competent Authority of the importing count

should assess the risk associated with at least:
a) the VHS virus status of the water used during the disinfection of the eggs;

b) the level of ufection with VHS virus in broodstock (ovatian fluid and milt); and

c) the temperature and pH of the water used for disinfection.

1f the Competent Authority of the importing country concludes that the importation is acceptable, it should
apply the following sk mitigation measures including:

a) the eoos should be disinfected prior to importing, according to the methods described in
Chapter .1.3. of the Aguatic Manual or those specified by the Competent Authority of the importing

country, and
b) between disinfection and the import, egos must be kept in specific pathogen free water.

hen importing disinfecte s of the species referred to in Article 10.9.2 for aguaculture, from a
country, gone ot compartment not declared free from VHS, the Competent Authority of the importing country

should require_an suternational aguatic animal health certificate issued by the Competent Authority of the

exhorting country or_a_certified official approved bv the wmporting country attesting that the procedures

described Article 10.9.X. point 2 have been fulfilled.

text deleted

Annex XXII

CHAPTER 7. 3.

SLAUGHTER OF FARMED FI SH
FOR HUMAN CONSUMPTI ON

Article 7.3.1.

EU comments

The EU welcomesthework carried out on the Draft chapter on the Slaughter of Farmed
Fish for Human Consumption and encourages OIE to continue its work. The
Community wishes to encourage OIE to develop as soon as possible also the Draft
Chapter on Humane Killing of Fish for Disease Control Purposesin consistency with the
Terrestrial Code.

In finalising this draft chapter, the EU encourages OIE to take into consideration the
recently adopted Council Regulation (EC) No 1099/2009 on the protection of animals at

OIE Aquatic Animal Health Standards Commission / September—October 2009



http://www.oie.int/eng/normes/fcode/en_chapitre_1.10.5.htm#article_1.10.5.2.
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_aquaculture
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_zone
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_compartiment
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_risque
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_risque
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_chapitre_1.10.5.htm#article_1.10.5.2.
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_aquaculture
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_zone
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_compartiment
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_pays_importateur
http://www.oie.int/eng/normes/fcode/en_glossaire.htm#terme_autorite_competente

108

the time of killing and in particular Article 3 which isrelevant to thekilling of fish. OIE
might also want to take into consideration the definitions provided for stunning and
Killing in thisregulation.

Specific EU comments are provided within the text.

Scope
These recommendations apply to the slaughter of farmed fish species for human consumption.

These recommendations address the need to ensure the welfare of farmed fish, intended for human
consumption, during pre-slaughter and slaughter processes, until they are dead.

EU comment

In the above paragraph of Art 7.3.1, for clarity of purposestheterms” pre-saughter”
and " daughter processes’ need to be defined.

This chapter describes general principles that should be applied to ensure the welfare of fish for slaughter
and also applies to fish killed for disease control purposes and intended for human consumption. Specific
measures applicable to emergency Kkilling for disease control purposes not intended for human
consumption are addressed in Chapter 7.4. Humane Killing for disease control purposes (under
development).

As a general principle, fish should be stunned before killing, and the stunning method should ensure
immediate and irreversible loss of consciousness. If the stunning is not irreversible, fish should be killed
before consciousness is recovered.

Article 7.3.2.
Personnel

Persons engaged in the handling, stunning and slaughter of fish play an important role in their welfare.
Personnel handling fish for slaughter should be experienced and competent in the handling of fish, and
understand their behaviour patterns as well as the underlying principles necessary to carry out their tasks.
Some stunning and killing methods may pose a risk to the personnel, therefore training should cover
occupational health and safety implications of any methods used.

EU comments

In the second sentence of the above paragraph of Art 7.3.2, the words " stunning and
killing" should be added after " the handling” .

Justification

It is important to ensure that these specific points are part of the training of the
personnel.

Article 7.3.3.
Transport of fish for slaughter

If fish are to be transported for slaughter, this should be done in accordance with the OIE
recommendations on the welfare of farmed fish during transport (see Chapter 7.2.).
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Article 7.3.4.
Design of facilities for holding fish prior to slaughter

1. The holding facilities should be designed and specifically constructed to hold a certain fish species or
group of fish species.

2. The holding facilities should be of a size that allows holding a certain number of fish for processing
in a given timeframe without compromising the welfare of the fish.

3. Operations should be conducted with minimal injury and stress to the fish.

Annex XXII (contd)

4. The following recommendations may help to achieve this:
a) Nets and tanks should be suitably designed to minimise physical injuries;
b) Water quality should be suitable for the fish species and stocking density;

o) Equiprnent for transferring fish, including pumps and pipes, should be appropriate to minimise
injury.

Article 7.3.5.
Unloading, transferring and loading fish prior to slaughter

1. Fish should be unloaded, transferred and loaded for slaughter under conditions that minimise injury
and stress to the fish.

2. The following points should be considered:

a) Water quality should be assessed on arrival of fish prior to their unloading for slaughter, and
corrective action taken as appropriate;

EU comment

Point 2. a) of Art 7.3.5 should be replaced by " temperature and water quality (including
oxygen, CO; level, pH and salinity) in the holding facilities should be assessed taking into
account the density of fish prior to their unloading in the holding facilities" .

Furthermore, in the same sentence it is unclear if the water being reffered to is that
which the fish have been transported in, or that which fish aretransported into.

Justification
Water quality can only be assessed taking into account temperature and density of the

fish. Moreover oxygen, CO2 level, pH and salinity are important elements of water
quality.

b) Where possible any injured or moribund fish should be separated and killed humanely;
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¢) The crowding periods of fish prior to slaughter should be as short and infrequent as possible;

d) The handling of fish during transfers should be minimised,;

e) Where feasible, and when applicable, fish should be allowed to swim directly into a stunning
device without handling to avoid handling stress.

\ EU comment

Point 2. ) of Art 7.3.5 should be replaced by the following text " fish should be allowed
to swim directly into a stunning device with minimum periods out of water and with
minimum handling" .

| Justification

| Being out of the water isstressful for fish.

f) Equipment used to handle fish, for example nets and dip nets, pumping devices and brailing
devices, should be designed, constructed and operated to minimise physical injuries.

@) There should be a contingency plan to address emergencies and minimise stress during unloading,
transferring and loading fish prior to slaughter.

Article 7.3.6.

Stunning and killing methods

1.  General considerations

a)  The Competent Authority should approve the stunning and killing methods for the slaughter of
fish. The choice of slaughter method should take account of species-specific information where
available.

b) Equipment should be maintained and operated appropriately; it should be tested on a regular
basis to ensure that performance is adequate.

\ Community comment

In point 1.b) of Art 7.3.6, for clarity the words " stunning and killing" should be added
before theword " equipment” .

c) Effective stunning should be verified by the absence of consciousness.

d) A backup stunning system is necessary. If mis-stunned, the fish should be re-stunned as soon as
possible.
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Annex XXII (contd)

e) Stunning should not take place if killing is likely to be delayed such that the fish will recover or
partially recover consciousness.

f)  While unconsciousness may be difficult to recognise, signs of correct stunning include i) loss of
respiratory movement (loss in opercular activity); ii) loss of visual evoked response (VER); iii)
loss of vestibulo-ocular reflex (VOR, eye rolling).

2. Mechanical stunning and killing methods

a)  Percussive stunning is achieved by a blow of sufficient strength to the head applied above or
immediately adjacent to the brain in order to damage the brain. Mechanical stunning may be
achieved either manually or using specially developed equipment.

b) Spiking or coring are irreversible stunning and killing methods of fish based on physical damage
to the brain by inserting a spike or core into the brain.

¢) Shooting using a free bullet may be used for killing large fish (such as tuna). The fish may either
be crowded in a net and shot in the head from the surface, or individual fish may be killed by
shooting in the head from under the water (commonly called lupara).

d) Mechanical stunning is generally irreversible if correctly applied.

3. Electrical stunning and killing methods

a) Electrical stunning involves the application of an electrical current of sufficient strength,
frequency and duration to cause immediate unconsciousness and insensibility of the fish. In
fresh water, the water conductivity is essential to establish parameters of the electrical current
suitable to ensure appropriate stunning,.

EU comments

In point 3.a) of Art 7.3.6, the last sentence of the paragraph above should be replaced as
follow:

“The conductivity of fresh water varies between sites and over time, so it is essential to
establish the parameters of the electrical current to ensure proper stunning”

Justification

Clarity

b) The electrical stunning device should be constructed and used for the specific fish species and
their environment.

¢) Electrical stunning may be reversible. In such a case fish should be killed before consciousness
is recovered.

d) Fish should be confined beneath the surface of the water, and there should be a uniform
distribution of electrical current in the stunning tank or chamber.

f)  In semi-dry electrical stunning systems, fish should enter the device head first to ensure rapid,
painless and efficient stunning.

4. Other stunning and killing methods
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The following other methods are known to be used: carbon dioxide (CO») in holding water; chilling
with ice and CO; in holding water; salt or ammonia baths; asphyxiation by removal from water;
exsanguination without stunning. However, they have been shown to result in poor fish welfare. It is
preferable to use the methods described in points 2., 3. and 4. of this Article, as appropriate to the
fish species.

EU comment

Point 4 of Art 7.3.6 should be either deleted or it should be more clearly indicated that
the stunning and killing methods listed here should not be recommended from an
animal welfare point of view.

Justification

The stunning and killing methods listed in point 4 have been shown to result in poor fish
welfare and ther efor e should not be used.

Article 7.3.7.
Application of some stunning methods for fish groups

The following stunning methods enable humane killing for the following fish groups:

Annex XXII (contd)

a)  Percussive stunning: carp, catfish, salmonids, halibut;

EU comment

The EU would wish OIE to provide the scientific basis for percussive stunning for
catfish and halibut.

b)  Spiking or coring: salmonids, tuna;
¢) Free bullet: tuna;

d) Electrical stunning: carp, catfish, eel, salmonids, tilapia.

EU comment

The EU would wish OIE to provide the scientific basisfor electrical stunning for catfish,
eel and tilapia.

Article 7.3.8.

Summary of some stunning methods for fish and their respective welfare issues

EU comment
In thetable of Art 7.3.8:

It should be defined what is meant by “small”, “medium” and “large” fish sizes.
Furthermore, the words* well adapted” should bereplaced by “ suitable”.

The following text should be included at the end of the paragraph on the disadvatages of
per cussive stunning method:
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| Justification

| Clarity

“and it is not suitable for mixed sizes of fsh”

A combination of methods described in the table below may be used.

of sufficient strength, frequency and duration
to cause immediately unconsciousness.
Equipment should be designed and maintained
correctly.

Stunning/kill | Specific Key fish welfare concerns/requirements Advantages Disadvantages
ing method method

Percussive The blow should be of sufficient force and | Immediate loss of | Hand operated equipment may be

stunning delivered above or adjacent to the brain in | consciousness. Well adapted | hampered by uncontrolled
order to render immediate unconsciousness. | to medium to large sized fish. | movement of the fish. Mis-
Fish should be quickly removed from the stunning may result from a too
water, restrained and given a quick blow to the weak blow. Injuries may occur.
head, delivered either manually by a club or by Manual percussive stunning is only
automated  percussive  stunning.  The practicable for the killing of a
effectiveness of stunning should be checked, limited number of fish.
and fish be re-stunned if necessary. It can be a
stun / killing method.

Spiking or | The spike should be aimed on the skull in a | Immediate loss of | Inaccurate application may cause

coring position to penetrate the brain of the fish and | consciousness. Well adapted | injuries. Difficult to apply if fish

Mechanical the impact of the spike should produce | to medium to large sized fish. | agitated. It is only practicable for
immediate unconsciousness. Fish should be | For small tuna, spiking under | the killing of a limited number of
quickly removed from the water, restrained | the water avoids exposure of | fish.
and the spike immediately inserted into the | fish to air. The pineal
brain. It is a stun / killing method. window of tuna facilitates
spiking for this species.

Free bullet The shot should be carefully aimed at the | Immediate loss of | Shooting distance; calibre need to
brain. The fish should be positioned correctly | consciousness. Well adapted | be adapted. Excessive crowding
and the shooting range should be as short as | to large sized fish (e.g. large | and noise of guns may cause stress
practicable. It is a stun / killing method. tuna). reaction. Contamination of the

working area due to release of
body fluids may present a
biosecurity risk. May be hazardous
to operators.

Electrical Involves the application of an electrical current | Immediate loss of | Difficult to standardise for all

stunning of sufficient strength, frequency and duration | consciousness. Well adapted | species. Optimal control
to cause immediately unconsciousness. It can | to small to medium sized | parameters are unknown for some
be a stun / killing method. Equipment should | fish. ~ Suitable for large | species. May be hazardous to
be designed and maintained correctly. numbers of fish, and the fish | operators.

do not have to be removed
from the water.
Electrical

Semi-dry The head of the fish should enter the system | Good visual control of | Misplacement of the fish may

electrical first so electricity is applied to the brain first. | stunning and the ability for | result in improper stunning.

stunning Involves the application of an electrical current | re-stunning of individual fish. | Optimal control parameters are

unknown for some species. Not
suitable for mixed sizes of fish.
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Annex XXIII

CHAPTER 6. 1.

| NTRODUCTI ON TO THE RECOMMENDATI ONS FOR
CONTROLLI NG ANTI MI CROBI AL RESI STANCE

EU comments
The EU would agree with the proposed text.

Nevertheless, in the second paragraph, thewords" a priority”, with no precision over
what, could lead to misinter pretation and should be replaced by " important” .

In the third paragraph, taking into account that the Ol E web page statesthat " The OIE
member countries have decided to provide a better guarantee of the safety of food of
animal origin by creating greater synergy between the activities of the Ol E and those of
the Codex Alimentarius Commission” the EU suggeststhat the last sentence of this
paragraph reads (new text highlighted in yellow):

Arising from its mandate for the protection of animal health and food safety, and in synergy with
the activities of the Codex Alimentarius Commission, the OIE developed these chapters to
provide guidance to Members in regard to risks in the animal sector.

Article 6.1.
Objective

The purpose of chapters (6.2., 6.3., 6.4. under study) is to provide methodologies for OIE Members to
appropriately address the emergence or spread of resistant bacteria from the use of antimicrobial agents in
aquatic animals and to contain antimicrobial resistance through controlling the use of antimicrobial agents.

Antimicrobial agents are essential drugs for human and animal health and welfare. The OIE recognises the
need for access to antimicrobial agents in veterinary medicine: antimicrobial agents are essential for
treating, controlling and preventing infectious diseases in aguatic animals. The OIE therefore considers that
ensuring continued access to effective antimicrobial agents is a priority.

The OIE trecognises that antimicrobial resistance is a global public and aguatic animal health concern that is
influenced by the usage of antimicrobial agents in humans, aguatic animals and elsewhere. Those working in
the human, animal and plant sectors have a shared responsibility to prevent or minimise pressures for the
selection of antimicrobial resistance factors in humans and aguatic animals. Arising from its mandate for the
protection of animal health and food safety, the OIE developed these chapters to provide guidance to
Members in regard to risks in the animal sector.

The application of risk assessment measures should be based on international standards on microbiological
risk analysis and supported by sound data and information when available. The methodologies provided in
these chapters should be consulted as part of the standard approach to prevent and reduce antimicrobial
resistance.
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Annex XXV

GUIDANCE ON CONSIDERING SPECIESAS SUSCEPTIBLE TO A DISEASE

Susceptible species as defined in the Aguatic Code means a species of aquatic animal in which infection has
been demonstrated by natural cases or by experimental exposures to the disease agent that mimics the natural
pathways for infection. Each disease chapter in the _Aguatic Code and Aquatic Manual contains a list of
currently known susceptible species. The scope of this Guideline is to provide criteria to determine which
species should be listed.

Susceptibility should be assessed with consideration to:

1. Identification of the causative agent

Identification of the causative agent in accordance with methods described in the Aguatic Manual, is a
prerequisite.

AND

2. Natural pathways

Evidence should be classified as natural occurrence, non-invasive experimental procedure, and
invasive experimental procedure.

Natural occurrence, data from non-invasive experimental procedures and data from invasive
experimental procedutes that mimic the natural route of infection (for example, scarification of skin
for transmission of EUS) should be considered as evidence of susceptibility.

AND

3. Criteria for infection

A combination of these criteria should be used to assess infection of a host species:
i)  presence of an infectious or a viable organism, in or on, the live aquatic animal;
i)  evidence of multiplication or other development of the organism;

iii)  clinicopathological changes associated with the infection;

iv) specific location of the pathogen.

© World Organisation for Animal Health (OIE), 2009

This document has been prepared by specialists convened by the World Organisation for
Animal Health (OIE). Pending adoption by the International Committee of the OIE, the
views expressed herein can only be construed as those of these specialists.

All OIE publications are protected by international copyright law. Extracts may be copied,
reproduced, translated, adapted or published in journals, documents, books, electronic
media and any other medium destined for the public, for information, educational or
commercial purposes, provided prior written permission has been granted by the OIE.

The designations and denominations employed and the presentation of the material in
this publication do not imply the expression of any opinion whatsoever on the part of the
OIE concerning the legal status of any country, territory, city or area or of its authorities,
or concerning the delimitation of its frontiers and boundaries.

The views expressed in signed articles are solely the responsibility of the authors. The
mention of specific companies or products of manufacturers, whether or not these have
been patented, does not imply that these have been endorsed or recommended by the OIE
in preference to others of a similar nature that are not mentioned.
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The type of scientific data supporting the criteria will depend on the causative agent under
consideration.

Examples of the occurrence of causative agents in non susceptible species may include PCR positive
test results for a causative agent in a atypical species, e.g. KHV in skin of sturgeon; or in filter
feeders, e.g. WSSV in rotifers, Artemia, or bivalves; or ISA virus in mussels.

The outcomes of this assessment could be definite, possible and unlikely. The decision to list a
species as susceptible will be based on a finding that the evidence is definite.

Annex XXI1V (contd)
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