Bl Ref. Ares(2017)97069 - 09/01/2017

- EUROPEAN UNION

By
L

-

Brussels
SANTE G2/MMEK/dj Ares (2016)7383625

Subject: EU comments on the OIE Terrestrial and Aquatic Codes and Manuals

Dear Director General,
Please find here attached:

- the comments of the EU on the report of the September 2016 meeting of the OIE Terrestrial
Animal Health Standards Commission, for consideration at its next meeting in February 2017;

- the comments of the EU on the report of the September 2016 meeting of the OIE Agquatic
Animal Health Standards Commission, for consideration at its next meeting in February 2017,

- the comments of the EU on the draft chapters of the OIE Manual of Diagnostic Tesis and
Vaccines for Terrestrial Animals, submitted for Member comments in October 2016.

We trust you will find this useful and thank you for your continued good cooperation.

Yours sincerely,

Dr Roberto Andrea Balbo Dr Bernard Van Goethem

CVO and OIE Delegate Director for Crisis Management in Food, Animals and Plants

Malta European Commission, DG Health and Food Safety
Annexes: 3

Copy: All Directors / Chief Veterinary Officers of the EU 28 and Iceland, Liechtenstein,
Norway, Switzerland, and Albania, the former Yugoslav Republic of Macedonia,
Montenegro, Serbia and Turkey.

Dr Monique Eloit

Director General

World Organisation for Animal Health (OIE)
12, rue de Prony

FR-75017 Pans

Commission européenna/Europesa Commissie, 1049 Bruxelles/Brussel, BELGIQUE/BELGIE - Tel, +32 22091111
Office: B232 03/085 - Tel. direct line (32 2) 285.31.43 Fax (32-2) 295.31.44
&l Electronically signed on 02/12/2016 14:39 (UTC+01) in accordance with article 4.2 (Validity of electronic documents) of Commission Decision 2004/563



B Ref Ares(2017)97069 - 09/01/2017

— Organisation World Organizacion
Mondiale Organisation Mundial
] de la Santé for Animal de Sanidad
. J Animale Health Animal

Annex 1

Original: English
September 2016

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

Paris, 5-16 September 2016

EU comments

The EU would like to commend the OIE for its work and thank in particular the Code
Commission for having taken into consideration EU comments on the Terrestrial Code
submitted previously.

A number of general comments on this report of the September 2016 meeting of the
Code Commission are inserted in the text below, while specific comments are inserted in
the text of the respective annexes to the report.

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

The OIE Terrestrial Animal Health Standards Commissioni‘(the Code Commission) met at OIE Headquarters in
Paris from 5-16 September 2016. The list of*participants is attached as Annex 1.

The Code Commission thanked the following Méember Countries for providing written comments on draft texts
circulated after the Commission’s February 2016 meeting and the 84"

General Session meeting in May 2046: Argentina, Australia, Canada, Chile, China, Chinese Taipei, Colombia,
Japan, Korea, Mexico, New_ Zcaland, Norway, Malaysia, Singapore, South Africa, Switzerland, Thailand, the
United States of America (USA);Uruguay, the Member States of the European Union (EU), the African Union
Interafrican Bureau forzAnimal Resources (AU-IBAR) on behalf of African Member Countries of the OIE.
Comments were also reegived from the European Animal Protein Association (EAPA), the International
Coalition for Animal Welfare (ICFAW), the International Embryo Transfer Society (IETS) and three regional
organisations; the Association of Southeast Asian Nations (ASEAN), the Comité Veterinario Permanente del
CONOSUR (CVP, representing Argentina, Bolivia, Brasil, Chile, Paraguay and Uruguay) and Quadrilateral
Group (Quads; representing Australia, Canada, New Zealand and USA). Some comments were received too long
after the deadline to be considered.

The Code Commission reviewed Member Countries’ comments that had been submitted on time with rationale
and amended texts in the OIE Terrestrial Animal Health Code (the Terrestrial Code) where appropriate. The
amendments are shown in the usual manner by ‘double underline’ and ‘strikethretgh’ and may be found in the
Annexes to the report. In Annexes 5, 8, 9, 10, 11, 14, 17, 18, 19 and 21, amendments made at this meeting are
highlighted with a coloured background in order to distinguish them from those made previously. The Code
Commission considered all Member Countries’ comments and documented its responses. However, because of
the large volume of work, the Commission was not able to draft a detailed explanation of the reasons for
accepting or not each of the comments received and focused its explanations on the major ones.

Furthermore, Member Countries are reminded that comments submitted without a rationale are difficult to

evaluate and respond to. Similarly if comments are resubmitted without modification or new justification, the

Commission will not, as a rule, repeat previous explanations for decisions. The Commission encourages Member

Countries to refer to previous reports when preparing comments on longstanding issues. The Commission also

draws the attention of Member Countries to those instances where the Scientific Commission for Animal

Diseases (the Scientific Commission) or an ad hoc Group has addressed Member Countries’ comments and
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proposed amendments. In such cases the rationale for such amendments is described in the Scientific
Commission’s or ad hoc Group'’s report, and the Code Commission encourages Member Countries to review its
report together with those of the Scientific Commission and ad hoc Groups.

Member Countries should note that textsin Part A of this report are submitted for comments with the intention
of proposing them for adoption at the 85th General Session in May 2017. Texts in Part B are submitted for
comments only, and are not expected to be presented for adoption at the 85th General Session. Comments
received will be addressed during the Commission’s meeting in February 2017. The reports of meetings
(Working Group and ad hoc Group) and other related documents are also attached for information in Part C of
this report.

The Code Commission again strongly encourages Member Countries to participate in the development of the
OIE'sinternational standards by submitting comments on this report, and prepare to participate in the process of
adoption at the General Session. Comments should be submitted as word files rather than pdf files because pdf
files are difficult to incorporate into the Code Commission’s working documents. Comments should be
submitted as specific proposed text changes, supported by a structured rationale for each proposed change.
Proposed changes should be incorporated in the text drafted by the Code Commission: proposed deletions should
be indicated in ‘strikethrough’ and proposed additions with ‘double underling'. If the text drafted by the Code
Commission aready includes modifications in strikethrough and double-underline, the Member Country’s
proposed changes should be highlighted. If the text drafted by the Code Commission aready includes
highlighted parts, the Member Country’s proposed changes should be highlighted in a different colour. Member
Countries should not use the autometic ‘track-changes’ function provided by word processing software as such
changes are lost in the process of collating Member Countries submissions into the Commission’s working
documents.

Comments on this report must reach OIE Headquarters by 12 January 2017 to be considered at the
February 2017 meeting of the Code Commission.

All comments should be sent to the OIE Standards Department at: standards.dept@oie.int. Member Countries
are advised to please notethe changein email address.

A. MEETING WITH THE DIRECTOR GENERAL

The Code Commission met with Dr Monique Eloit, Director General, and Dr Matthew Stone, Deputy Director
General (International Standards and Science), on 5 September 2016. Dr Eloit welcomed the Code Commission
members and thanked them for their support and commitment to achieving OI E objectives.

Dr Eloit introduced Dr Stone who has recently joined the OIE Headquarters. Dr Eloit also introduced Ms Ann
Backhouse, the new Head of the Standards Department. The Standards Department will be dedicated to the
elaboration of standards, the strengthening of collaboration and coordination across the four Specialist
Commissions and strengthening the role of the Secretariat to better support the work of the Commissions.

Among other matters, Dr Eloit reiterated the commitment of the OIE to the implementation of the key objectives
of the Sixth Strategic Plan, in particular the plan to improve the selection process for membership of the
Specialist Commissions. Dr Eloit noted that the forthcoming session of the Council will consider a paper on the
proposed draft procedure for the selection of experts. Dr Eloit also noted that she had initiated a review of the
terms of reference and membership of the three permanent working groups in order to ensure they are still
relevant to the work of the OIE.

B. ADOPTION OF THE AGENDA

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

C. MEETINGWITH THE AQUATIC ANIMAL HEALTH STANDARDS COMMISSION

The President of the Code Commission and the President of the Aquatic Animal Health Standards Commission
(Aquatic Animals Commission) met on 12 September to discuss issues of mutual interest, notably:
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—  proposed revisions to glossary definitions of ‘zone/region’, ‘infected zone', ‘free zone', ‘ containment zone
and ‘protection zon€' in the Terrestrial Code;

—  planned global revision to the glossary of the Terrestrial Code by the Code Commission;

—  proposed new procedures that could be used when undertaking an assessment of a disease against the
criteriafor listing;

—  proposed drafting of a new chapter on the slaughter and killing of farmed reptiles for skins and meat in the
Terrestrial Code;

—  proposed restructuring of Section 4 of the Aquatic and Terrestrial Codes;

— update on the revised draft new chapter on criteria for assessing the safety of commodities (Chapter 2.X.).
D. MEETING WITH THE BIOLOGICAL STANDARDS COMMISSION

Previoudly to the meeting of the Code Commission, the President of the Code Commission met with the
Biological Standards Commission (Laboratories Commission) to discuss issues of mutual interest. The main
discussion points were as follows:

a) Thealignment of the spelling of disease names between the Code and Manual

In response to the Code Commission’s request, seeking opinion on the alignment of the spelling of disease
names, especially on the spelling of ‘foot and mouth disease virus' with that of the International Committee
on Taxonomy of Viruses (ICTV); ‘foot-and-mouth disease virus with two hyphens, the Laboratories
Commission advised that it was preferable to retain in the Code and Manual the name ‘foot and mouth
disease’ without hyphens while also noting that there may be differences between the name of the virus and
the name of the disease.

EU comment

The EU thanksthe OIE for having attended to our previous comment re. the spelling of
FMD. While we would prefer following the ICTV spelling (with two hyphens) for both
the name of the disease and the name of the virus, we can accept leaving the spelling as it
isin the Code and Manual for now. We would however encourage the OIE to
consistently stick to that spellingin all of its publications, including on the Ol E website
wher e both alter natives can be found.

b) Update of Chapter 4.8. Coallection and processing of in-vitro produced embryos/oocytes from
livestock and hor ses

In response to a Member Country’s comment on the lack of details in the Manual about tests that are
recommended in the Chapter 4.8. for materials such as ‘oocytes', ‘non-viable in-vitro produced embryos’,
and ‘fluids used and generated during processing of in-vitro produced embryos, the Laboratories
Commission noted that currently there is not sufficient available scientific data to assess the risk of disease
transmission by in-vitro produced embryos or oocytes, nor is there funding for such research. The two
Commissions agreed that there is a need for the OIE Headquarters to raise awareness among Member
Countries on this issue and to generate financial resources to conduct the necessary research that will assist
the Commissions to update the Code and Manual.

¢) Thecurrent definition of infection with bluetongue virus (Chapter 8.3.)

In response to the Code Commission’s request for advice regarding the exclusion of non-pathogenic
serotypes of bluetongue virus (BTV) and live vaccine strains of bluetongue virus from the definition of
infection with bluetongue virus, the Laboratories Commission advised that (i) it is appropriate to retain
reference to vaccine strains in the definition of BTV, as they may cause disease and reassort with wild
strains, and (ii) at the present time it is not possible to make definitive assessments of a BTV strain’s
pathogenicity, even though epidemiological information may indicate lack of clinical pathologies
associated with some BTV infections.
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EU comment

The EU thanksthe Ol E Code and Biological Standards Commissionsfor having
discussed the pointsthat weraised in relation to bluetongue in previous comments. I n
this connection we would like to inform the OI E that the European Food Safety
Authority (EFSA) isworking on a mandate from the European Commission on
bluetongue, the outputs of which are expected to become available end of January and
end of June 2017. A copy of the EFSA mandate as available on the EFSA websiteis
attached for information. We will be happy to shar e the scientific opinions of EFSA with
the OI E oncethey are published.

d) The list of susceptible species included in the case definition in the draft new chapter on infection
with Mycobacterium tuber culosis complex (draft new Chapter 8.X.)

In response to the Code Commission’ s request for advice regarding the inclusion of New World camelidsin
the list of susceptible species in the definition of a case of infection with Mycobacterium tuberculosis
complex, the Laboratories Commission sought the advice of experts on diseases of camelids, who noted
that New World camelids were susceptible to M. tuberculosis complex, and though the significance of this
susceptibility in the epidemiology of the disease varies depending on the type of breeding, New World
camelids could be considered a potential source of the pathogenic agent. In view of these facts, the
Laboratories Commission recommended that New World camelids be included in the list of susceptible
species and not be placed ‘under study’.

E. REPORT ON THE JOINT MEETING OF THE CODE COMMISSION AND
THE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES

The Code Commission and the Scientific Commission met on 8th September to discuss issues of mutual interest.
The report of thisjoint meeting is attached as Annex 3.

F. EXAMINATION OF MEMBER COUNTRIES COMMENTSAND
WORK OF RELEVANT EXPERT GROUPS

In addition to amendments explained below, the Code Commission made amendments, as appropriate to correct
grammar, to improve syntax, consistency and clarity and to align with the standard Code format.

Headquarters staff informed the Code Commission that some Member Countries continue to submit comments
without a supporting rationale and that the decision had been taken by the Director Generd that any comments
without a rationale will not be submitted to the Code Commission because such comments are difficult for it to
eva uate and respond to.

Item1l General commentsof OIE Member Countries
General comments were received from Australiaand New Zealand.

The Code Commission agreed with a Member Country’s comment to continue to include in its report
atable of contents and make it similar to that used in the reports of the Aquatic Animals Commission
asthiswould assist Member Countries to navigate the report.

Item No. | Textsfor Member Countries commentsand proposed for adoption Part A:
in May 2017 Annex No.
2 Glossary Part A, A’ and A" Annex 4
2 Glossary Part B and B’ Annex 5
4 Criteriafor the inclusion of diseases, infections and infestations in the OIE Annex 6
list (Article 1.2.1.)
5 Disease listed by the OIE (the Preamble of Chapter 1.3.) Annex 7
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Draft new chapter on criteria for assessing the safety of commodities
7 Annex 8
(Chapter 2.X.)
OIE procedures relevant to the Agreement on the Application of Sanitary
10 and Phytosanitary Measures on the World Trade Organisation (Chapter | Annex 9
5.3)
Draft new chapter on prevention, detection and control of Salmonella in
129 cattle (Chapter 6.X.) Annex 10
Draft new chapter on prevention, detection and control of Salmonella in
12b) pigs Annex 11
(Chapter 6.Y.)
13f) Animal welfare and dairy cattle production systems (Article 7.11.6.) Annex 12
139) Welfare of working equids (Chapter 7.12.) Annex 13
16 Draft new chapter on infection with Mycobacterium tuberculosis complex Annex 14
(Chapter 8.X.)
17 Infection with Avian influenzaviruses (Article 10.4.25.) Annex 15
18 Infection with Lumpy skin disease (Chapter 11.11.) Annex 16
21 b) Infection with Burkholderia mallei (Glanders) (Chapter 12.10.) Annex 17
19 Infection with African swine fever virus (Chapter 15.1.) Annex 18
20 Draft new (_:hapter on infection with porcine reproductive and respiratory Annex 19
syndrome virus (Chapter 15.X.)
21 3a) High health status subpopulation (Article 4.16.3.) Annex 20
Item No. | Textsfor Member Countries comments Part B:
Annex No.
2 Glossary Part B Annex 5
82a) Zoning and compartmentalisation (Chapter 4.3.) Annex 21
. Part B:
Item No. | Textsfor Member Countries comments
Annex No.
8h) Draft new chapter on vaccination (Chapter 4.X.) Annex 22
Collection and processing of in vitro derived embryos from livestock and
9b) | equids (Chapter 4.8) Annex 23
99) Somatic cell nuclear transfer in production livestock and horses Annex 24
(Article4.11.4.)
11 b Harmonisation of national antimicrobial resistance surveillance and Annex 25
monitoring programmes (Chapter 6.7.)
Draft new article on guiding principles on the use of animal based
13D) measures (Article 7.1.X.) Annex 26
Draft new chapter on animal welfare and pig production systems
13 h) (Chapter 7.X.) Annex 27
14 Infection with bluetongue virus (Chapter 8.3.) Annex 28
22 Work programme Annex 29
P, :
Item No. | Annexesfor Member Countries information: artC
Annex No.
133 The report of the Animal Welfare Working Group Annex 30
13 k) 'Ia"r;g ﬂort of the ad hoc Group on Anima Welfare and Pig Production Annex 31

OIE Terrestrial Animal Health Standards Commission/ September 2016




Item2 Glossary

EU comment

The EU notesthat Item 2 of thisreport isvery confusing, asit jumps between the
various parts of Annexes 4 and 5. A mor e systematic approach (starting with part A of
Annex 4 and ending with part B' of Annex 5) would have been preferred.

a)

b)

Ol E Standard and OI E Guideline

The Code Commission acknowledged the Headquarters' decision to postpone discussion on the
proposed definitions of OIE standard and OIE guideline until the OIE Council considers this
issue at its September 2016 meeting. The Commission will be updated on outcomes of the
Council at its February 2017 meeting.

Definitions proposed for revision in the last Code Commission report

Comments were received from Argentina, Australia, Canada, China, Colombia, New Zealand,
Norway, Switzerland, USA, Uruguay, EU and AU-IBAR.

In responding to Member Countries comments, and in view of the current revision of
Chapter 4.3., the Code Commission made consequential changes to the Glossary definitions of
containment zone, free zone, infected zone, protection zone and zone/region.

It also reflected in these changes the proposed modification of the definitions of disease,
infection and infestation, and the proposed new definition of ‘pathogenic agent’ (see points c)
and d) below).

Containment zone

The Code Commission accepted Member Countries' suggestions to improve the clarity and to
align the definition of containment zone with that proposed in the revised Chapter 4.3., and
proposed to replace ‘infection’ with ‘disease’, which it considered appropriate in respect of the
proposed revised definition of disease. It also introduced additional changesin order to align the
definition with that proposed by the ad hoc Group on Foot and Mouth Disease (FMD) that met in
June 2016.

Free zone

The Code Commission proposed to delete ‘infection or infestation’, in order to better align the
definition of free zone with the proposed revised definition of disease.

I nfected zone

In response to Member Countries' comments, the Code Commission simplified and clarified the
definition of infected zone.

Protection zone

The Code Commission proposed to delete ‘that may include, but are not limited to, vaccination,
movement control and an intensified...surveillance’ in order to allow more generic use of the
terms biosecurity and sanitary measures. In response to Member Countries comments on the
use of the terms ‘pathogen’ and ‘ pathogenic agent’, the Code Commission proposed to replace
‘pathogen’ with ‘pathogenic agent of a specific disease’ in order to aign the definition of
protection zone with that used in Chapter 4.3., and to use the term ‘ pathogenic agent' for which a
new definition is proposed.

Zone/Region

On the advice of the ad hoc Group on FMD, with support of the Scientific Commission, the
Code Commission proposed to replace ‘distinct’ with ‘specific’ in order to give the definition of
‘zone' a broader application. It also proposed to delete ‘/region’, as this term is not used in the
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Code, and to delete ‘infection or infestation’ in order to better align the definition with the
proposed revised definition of disease.

The revised definitions are attached in Annex 5 (Glossary Part B) for Member Countries
comments.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto the glossary
presented in thispart B of Annex 5. Commentsareinserted in the text of that part of
Annex 5.

¢) Proposal of a new definition for ‘pathogenic agent’

The Code Commission noted that throughout the Code many different terms are used for the
same concept such as pathogen, aetiological agent, causative agent etc. In order to improve
clarity throughout the Code and to align terminology in the two Codes, it proposed to add to the
Glossary the same definition for “pathogenic agent” used in the Aquatic Code, namely;

Pathogenic agent
means an organism that causes or contributes to the development of a disease.

The Code Commission agreed that should this new definition be adopted, it would replace,
where relevant, similar terms currently used in the Code with ‘pathogenic agent’. Similar terms
that would be considered for replacement include: pathogen, aetiological agent, pathogenic
organism, pathogenic micro-organism, pathogenic bacteria, causative pathogen, anima
pathogen, bacterial pathogen.

The Code Commission proposed that this task be carried out by Headquarters under the guidance
of the Code Commission as it would be a significant task and care would be needed in order to
consider the necessity, sense and syntax of any amendment. The Code Commission noted that
there are approximately 300 instances where consideration would be given to replacing an
existing term with “pathogenic agent”. Some terms would remain unchanged where it is
considered not appropriate to change them.

The Code Commission proposed that where minor revisions of text are required to improve
syntax, these amendments would be circulated for Member Countries comments. However,
whenever pathogenic agent simply replaces another closely aligned or similar term these
amendments would be done, once the new definition for “pathogenic agent” is adopted, as part
of the update of the next edition of the Code.

EU comment

Whilein general supporting the proposed new definition of " pathogenic agent" , the EU
disagrees with the procedur e suggested in the paragraph above. Indeed, thereisno such
thing as" minor amendments' to the OIE Code, especially asregardsthe use of the
terms mentioned in the paragraph above.

Asamatter of principle, the EU strongly opposes " silent” changesto the Code, i.e.
without prior circulation to member countriesfor comments. In case mistakes areto be
corrected, member countries should at least be informed befor ehand of any changes
foreseen, asdonefor examplein thisreport for the glossary (Annex 4 part A").

The revised definition is attached in Annex 4 (Glossary Part A) for Member Countries
comments and is proposed for adoption at the 85™ General Session in May 2017.

d) Overall revision of the Glossary

Further to the above specific proposal, the Code Commission begin an overal revision of the
Glossary.
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Indeed, the Code Commission noted that as presented in the User's Guide, “key terms and
expressions used in more than one chapter in the Terrestrial Code are defined in the Glossary”,
“in the case where common dictionary definitions are not deemed to be adequate” for the
purpose of the Code.

The Code Commission undertook an extensive review of the terms defined in the Glossary to
ensure that this was in fact the case and also took this opportunity to edit some terms for clarity
and consistency.

The Code Commission noted that the rationale for some amendments of definitions are included
under the relevant agendaitems.

Given the extensive review of the Glossary, the Code Commission proposed to present
amendments in three categories.

Proposed deletions

The Code Commission proposed to delete the definitions for ‘quality’, ‘travel’, ‘transport’,
‘transporter' and ‘zoonosis because these terms are adequately defined in the Oxford English
Dictionary and in French and Spanish reference dictionaries, and are rarely, if ever, italicised in
the Code. These terms thus do not meet the criteria to be included in the Glossary. Moreover, the
definition for ‘transport’ is too restrictive as it does not address non-commercial purposes. In
addition, the Code Commission proposed that, as it reviews relevant chapters in the Code,
‘transport’ be changed to ‘transportation’, where relevant, because the word ‘transport’ is often
used incorrectly.

Furthermore, the Code Commission proposed to delete the definitions of the term ‘ post-journey
period’, which is not used in the Code.

The proposed deleted definitions are attached in-Annex 4 (Glossary Part A') for Member
Countries comments and are proposed for adoption at the 85th General Session in May 2017.

EU comment

The EU supportsthe proposed deletions of glossary definitions presented in part A' of
Annex 4.

Proposed amendmentsrelated to therevision of chapters

In the process of reviewing chapters of the Code, the Code Commission noted inconsistencies
between the current definitions of some terms and their actual meaning in the chapters.

When reviewing Chapters1.1., 1.2., 1.3. and 4.3,, and the related comments from Member
Countries, the Code Commission noted the necessity to revise the definitions of animal health
status, disease, infection, infestation and notification. For further details, the Code Commission
advised that Member Countries should refer to the textsin Items 3 and 8 of thisreport.

When reviewing Chapter 4.3., and the related comments from Member Countries, the Code
Commission noted the necessity to revise the definition of compartment. The words ‘ disease
prevention and control or’ have been added between the words ‘for the purpose of’ and
‘international trade’ . Other amendments also have been made to improve clarity.

When reviewing the draft new Chapter 4.X. on vaccination, the Code Commission noted the
necessity to revise the definition of vaccination. For further details, the Code Commission
advised that Member Countries should refer to the text in Item 8 b of this report.

When reviewing Chapter 15.1., and the related comments from Member Countries, the Code
Commission noted the necessity to make an editorial amendment to the definitions of captive
wild animal, feral animal and wild animal. The word ‘animal’ was replaced with ‘[species]’, to
show more clearly the possible use of the terms in the context of different diseases affecting
different species (e.g. ‘wild birds', ‘ captive wild pigs , ‘wild ruminants, ‘feral equids’).
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The revised definitions of animal health status, captive wild animal, feral animal, infection,
infestation, notification, and wild animal are attached in Annex 4 (Glossary Part A) for Member
Countries comments and are proposed for adoption at the 85th General Session in May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto the glossary
presented in part A of Annex 4. Commentsareinserted in thetext of that part of Annex
4,

The revised definitions of compartment, disease, and vaccination are attached in Annex 5
(Glossary Part B') for Member Countries' comments.

EU comment

The EU in general supportsthe proposed changesto the glossary presented in thispart
B' of Annex 5. However, commentsareinserted in thetext of that part of Annex 5.

Amendments to definitions of a purely editorial nature and provided for Member
Countries information

When reviewing the Glossary, the Code Commission noted numerous editorial mistakes, which
may refer to the three versions or only the English version. The proposed changes do not
introduce any changesin the meaning but provide consistency and remove inaccuracies.

These amendments are attached in Annex 4 (Glossary Part A’) for Member Countries
information and will be reflected in the 2017 edition of the Code.

EU comment

The EU supportsthe proposed editorial amendmentsto the glossary presented in part
A" of Annex 4.

The editorial amendments are described in the following table.

Glossary terms Rationale for and description of the change
Editorial
ANIMAL HANDLER The word ‘and/” have been deleted because of possible confusion and for correct
syntax.
ANIMAL IDENTIFICATION Editorial
SYSTEM The unnecessary symbols such as parentheses around plural s and a slash (/) have
been deleted for correct syntax.
Editorial
ANIMAL WELFARE The unnecessary symbol, a slash (/), has been deleted and replaced with ‘and’, for
correct syntax.
Editorial
FLOCK The words ‘ For the purpose of the Terrestrial Code’ has been deleted because it is
an error, these words already appear at the beginning of the glossary.
HERD Editorial
For the same reason as above.
Editorial
INCUBATION PERIOD The word ‘which’ has been replaced with ‘that’ to correct grammar. (English
version only)
Editorial

INTERNATIONAL VETERINARY A dash (/) and the word ‘or’ have been deleted for correct syntax. The word

CERTIFICATE . ; . :
‘which’ has been replaced with ‘that’ to correct grammar. (English version only)
Editorial
KILLING The word ‘which’ has been replaced with ‘that’ to correct grammar. (English

version only)
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Item 3

Iltem 4

Editorial
Theword ‘and/’ and a slash (/) have been deleted for correct syntax.

Editorial

The unnecessary symbols such as parentheses around plural s have been deleted.
At the last sentence, the word ‘and’ has been replaced with ‘or’ to improve clarity
and for correct syntax.

OFFICIAL VETERINARIAN

QUARANTINE STATION

Editorial

RESPONSIBLE DOG . .
The words * (as defined above)’ have been deleted because it was an error due to

OWNERSHIP \ ¢
previous versions.
Editorial
SATE COMMODITY The word ‘which’ has been replaced with ‘that’ to correct grammar. (English
version only)
SLAUGHTER Editorial
For the same reason as above.
Editorial
STUNNING

For the same reason as above.

Notification of diseases, infections and infestations, and provision of epidemiological
information (Chapter 1.1))

Comments were received from Australiaand EU.

In line with the general review of Glossary definitions (see Item 2), the Code Commission proposed to
amend the definition of notification to improve clarity and ensure consistency.

In response to several Member Countries comments the Code Commission discussed the current
definition of disease in the Glossary and agreed it was confusing because the definition is tautological.
Thisissue was further discussed when reviewing Chapter 4.3. and an amendment of the definition was
proposed (See ltem 8 a).

The Code Commission noted a Member Country’s comment requesting consideration of the
notification requirement for an ‘outbreak’ in future developments of World Anima Health
Information System (WAHIS) and requested that this comment on point6 of Article1.1.2. be
forwarded to the OIE World Animal Health Information and Analysis Department (WAHIAD).

Criteriafor theinclusion of diseases, infectionsand infestationsin the OIE list (Chapter 1.2.)
Comments were received from EU.

In response to- Member Countries comments and consideration of translation issues, the Code
Commission proposed to make an editorial change to Article 1.2.1. and delete ‘of listed diseases in
paragraph 2. This change was made because of issues in the French and Spanish tranglations and to
avoid repetition and improve clarity.

The revised Article 1.2.1. is attached at Annex 6 for Member Countries' comments and is proposed
for adoption at the 85th General Sessionin May 2017.

EU comment

The EU thanksthe OIE and supportsthe proposed changeto thisarticle.

Item 5

Disease listed by the OIE (Chapter 1.3.)
Comments were received from Australia, Colombia and EU.

In response to Member Countries comments the Code Commission proposed an amendment to the
preamble to clarify the purpose of this chapter and to ensure a clear cross reference to Chapter 1.2.,
whilst avoiding repetition of existing text in other chapters.

The revised preamble of Chapter 1.3. is attached at Annex 7 for Member Countries comments and is
proposed for adoption at the 85th General Session in May 2017.

EU comment
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The EU thanksthe Ol E and supportsthe proposed changesto this chapter.

Item 6

Item7

Animal health surveillance (Chapter 1.4.)

Comments were received from Australia, Canada, Mdaysia, New Zealand, Switzerland, USA, EU and
AU-IBAR.

The Code Commission reviewed the comments of the Member Countries on Article 1.4.6. and
proposed relevant amendments. In addition, it proposed the inclusion of new text on early detection
systems and the amendment of the definition of early detection system. However, Chapter 1.4. should
be further reviewed by experts and a new version will be proposed for comments after the next Code
Commission meeting.

Draft new chapter on criteria for assessing the safety of commaodities (2.X.)

Comments were received from Argentina, Australia, Canada, China, Chile, Colombia, Malaysia, New
Zealand, Switzerland, Uruguay, EU and CVP.

In response to several Member Countries comments, the Code Commission agreed to amend the title
to more clearly reflect the application of these criteria, i.e. “Criteria applied by the OIE for assessing
the safety of commodities’. The Code Commission also amended the title in the Spanish version to
ensure consistency with the definition of safe commodity.

In response to a Member Country’s comment the Code Commission agreed to change the word
‘assumed’ to ‘expected’ in Article 2.X.1. asit was amore appropriate word for this context.

The Code Commission did not agree with a Member Country’s comment to add ‘organ’ because it
considered that ‘tissue’ has a wider meaning. Nor did it agree to add texts regarding the potential for
later contamination of the commodity, as the criteria are about the safety of the commodity itself.

The Code Commission carefully debated a Member Country’s comment regarding point1 of
Article2.X.2., but did not change the proposed text because the proposed amendments did not
improve clarity.

The Code Commission did not agree with Member Countries’ comments to change ‘animal product’
to ‘commodity’ in Article2.X.2. point 1 because the first sentence of this article is explicit that
commodities are derived from animal products.

The revised Chapter 2.X. is attached at for Member Countries comments and is proposed for
adoption at the 85th General Session in May 2017.

EU comment

The EU in general supportsthe proposed changesto this draft new chapter. Comments
areinserted in the text of Annex 8.

Item 8

Disease prevention and control
a) Zoning and compartmentalisation (Chapter 4.3.)

Comments were received from Australia, Canada, Chile, Chinese Taipei, New Zealand, Norway,
Switzerland, Thailand, USA, Uruguay, EU and AU-IBAR.

The Code Commission, responding to Member Countries' comments, made various amendments
to the text to improve grammar, syntax and clarity. Particular attention was paid to the
amendments that affected the definitions in the Glossary and in the specific articles reviewed.

In response to a Member Country’s comment regarding the deletion of the text “For the purposes
of the Terrestrial Code, ‘zoning' and ‘regionalisation’ have the same meanings’, the Code
Commission noted that this sentence had not been deleted from the Code but rather put in
Article 5.3.7. where it is more appropriate.
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In response to a Member Country’s comment, the Code Commission accepted the
recommendation to move the full text concerning the purpose of the chapter to the beginning of
the introduction.

In response to Member Countries comments on the definitions of disease, infection and
infestation, the Code Commission proposed amended versions of these definitions in the
Glossary. The Code Commission proposed a new definition for disease that includes non-clinical
infection or infestation. If adopted, this would lead to relevant updates of the Code in various
chapters. This will align the definition in both the Terrestrial Code and the Aquatic Code, will
improve clarity and avoid repetitions, tautologies or confusions that may be currently found in
the Code.

The Code Commission did not accept a Member Country's comment to insert new text in the
third paragraph of Article 4.3.1., as introduction and specific recommendations are made in the
following articles.

The Code Commission did not accept a Member Country’s proposal to extensively revise Article
4.3.1. because many issues raised had been dealt with when responding to comments from other
Member Countries.

The Code Commission did not accept the proposal of a Member Country to change the word
‘recommendation’ to ‘guidelines’ in Article 4.3.1., since OIE standards and guidelines both give
recommendations.

In response to Member Countries comments, the Code Commission confirmed that as stated in
the User's Guide, in the absence of specific recommendations for zoning in disease-specific
chapters, a Member Country can use the recommendations in Chapter 4.3. for any disease. The
Code Commission, together with other Specialist Commissions and the Headquarters, will strive
to propose new recommendations for diseases for which there are no current provisions.

In response to a Member Country’s comment on bilateral recognition of trading countries in
Article 4.3.2., the Code Commission did not accept to move this text, as the logic of the chapter
isfirst explaining different aspects of zoning and then to give provisions for bilateral recognition.

The Code Commission did not accept a proposa to include ‘animal products after
‘identification’ in the General Considerations of Article 4.3.2., as the Code does not provide
recommendations for identification and traceability of animal products.

A Member Country’s suggestion to replace the word ‘wildlife’ with ‘vector’ was not accepted
but the Code Commission included the word ‘vector’, which isrelevant in that sentence.

The Code Commission, in answer to a Member Country’s comment, added the word
‘biosecurity’ in the fifth paragraph of Article 4.3.2.

In response to Member Countries comments suggesting replacement of ‘movement
certification’ with ‘movement document’ in the last paragraph of Article 4.3.2., the Code
Commission did not accept the proposed modifications because the proposed changes were not
congruent with the definition of Veterinary Services.

The Code Commission accepted the suggestion of a Member Country to reinsert, with
modifications, the paragraph on industry responsihilities at the end of Article 4.3.2, and in doing
s0, also addressed comments from another Member Country.

In response to a Member Country’s comment on point 2 of Article4.3.3., ‘factors defining a
compartment’, the Code Commission did not accept the suggested change because this point
associated with general factors related to any compartment and not to specific elements of a
particular compartment.

The Code Commission added a paragraph to Article 4.3.3. to take into account Member
Countries comments related with the establishment of different types of zones.
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In response to a Member Country’s comment on ‘free zone' at the start of the first paragraph of
Article 4.3.4., the Code Commission modified the text and this modification was a so reflected in
the Glossary.

The Code Commission did not accept the proposal of a Member Country to remove “one or
more species’ from the third paragraph of Article 4.3.4., as the rationale was not persuasive. The
Code alows the possibility to have afree status for single species only.

In response to Member Countries comments on the third paragraph of Article 4.3.4., on ongoing
surveillance, the Code Commission did not accept the addition of the proposed text as it
considered it was covered adequately in the article on infected zones. Taking into account these
comments, the Code Commission modified the second paragraph of the same article for clarity
and to emphasise that surveillance should always be the objective.

In response to Member Countries' suggestion to delete the sentence on maintenance of statusin
the fourth paragraph of Article 4.3.4., the Code Commission did not accept the suggestion, as it
is important to highlight the need for ongoing surveillance. Nevertheless, amendments were
made to improve clarity.

In answer to Member Countries comments on the definition of infected zone, the Code
Commission modified the text in Article 4.3.5., and this modification was also reflected in the
Glossary.

The Code Commission did not accept Member Countries comments to partly delete the last
sentence of the article because measures to regain free status in a previously free zone are

necessary.

In response to Member Countries comments, the Code Commission modified the first paragraph
of Article 4.3.6. for clarity.

The Code Commission in response to a Member Country’s suggestion did not modify point 2 of
Article 4.3.5. becauseit is already indicated that vaccination is optional.

In response to a Member Country’s comment to add more detail in point 7 of Article 4.3.6., the
Code Commission did not consider it to be appropriate to be more prescriptive on this point.

In response to a range of comments on Article 4.3.7., the Code Commission confirmed that the
use of zoning, depending on the situation, is the responsibility of the Veterinary Authority and
should not be too detailed in the Code and that if horizontal chapters apply in any situation, they
should be read in conjunction with the disease-specific chapters. The Code Commission asked
that the Headquarters consider developing the User Guide to address this point (precedence of
chapters) and avoid confusion in the future.

In response to a Member Country’s comment regarding deletion of reference to contingency
plan, the Code Commission pointed out that the concept of contingency planning already appears
elsewhere in the Code and is well understood. The Article 3.2.14. recommends that Member
Countries have a contingency plan that is based on arapid response.

In response to Member Countries comments the Code Commission modified Article 4.3.7. and
the definition of containment zone in order to include different options for the management of
that zone.

The chapter now provides more clarity regarding the concept of when containment zones can be
used and for what purpose. The chapter also provides more clarity in regards to the regaining of
free status of a containment zone.

The Code Commission did not agree to add the word ‘establishments in the article on
containment zone as, by definition, the establishments are included in the zone.
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The Code Commission did not accept a Member Country’s proposal to replace ‘last detected
case’ with ‘completion of stamping-out’ because a stamping-out policy is not always the control
strategy taken to eradicate a disease from a containment zone.

In order to address a number of Member Countries comments the Code Commission made
several amendments to ensure clarity and consistency.

Therevised Chapter 4.3. is attached as Annex 21 for Member Countries' comments.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto this chapter.
Commentsareinserted in thetext of Annex 21.

b)

Draft new chapter on vaccination (Chapter 4.X.)

The Code Commission considered the revised draft chapter along with the report of the ad hoc
Group on Vaccination (convened in March 2016). The ad hoc Group considered
recommendations from the three Specialist Commissions and restructured and split the draft
chapter into more articles to be aligned with established format of the Code along with severa
other specific amendments. The Code Commission commended the work of the ad hoc Group,
considered the revised draft and redrafted sections for further clarity and to take into account the
practical implementation of vaccination programmes and to ensure that other standards related
directly to vaccines were referenced.

In addition to the above, in reviewing the chapter the Code Commission agreed to use the term
‘pathogenic agent’ rather than ‘disease causing agent’ to be consistent with other relevant
chapters of the Code, which had also been reviewed during its meeting.

When discussing the definitions, the Code Commission noted the term vaccination was aready
defined in the Glossary but with a different meaning. The Code Commission revised the
definition of vaccination to align it with the new draft chapter.

The proposed new Chapter 4.X. is attached as Annex 22 for Member Countries' comments.

EU comment

The EU in general supportsthe proposed draft new chapter. Commentsareinserted in
the text of Annex 22.

0)

Draft new chapter on management of outbreaks of listed diseases (Chapter 4.Y.)

The Code Commission noted that a new chapter on management of outbreaks of listed diseases
(Chapter 4.Y.) had been drafted by experts but because of time constraints it was unable to
consider it.

The Code Commission agreed to examine the text between meetings and noted that the
Headquarters would seek feedback from the other Specialist Commissions.

The Code Commission will review the draft at its February 2017 meeting.

Iltem9  Semen and embryos

a)

Collection and processing of bovine, small ruminant and porcine semen (Chapter 4.6.)
A comment was received from Australia.

The Code Commission noted that in the past, in relation to the report of its September 2014
meeting, some other Member Countries also commented about inconsistencies between this
chapter and disease-specific chapters in both the Code and the Manual. While noting the effort
made by Headquarters to correct these inconsistencies, the Code Commission considered that it
is difficult to keep updated cross-references from this chapter to disease-specific chapters. The
Code Commission discussed the value of this chapter in addition to Chapter 4.5. and disease-
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specific chapters, and discussed two options: (1) developing a single complete chapter that
includes detailed testing requirements without cross references and (2) simplifying the existing
chapter by including only general conditions applicable to semen collection and handling.

In view of the amount of time and expertise needed, the Code Commission decided to stop
reviewing this chapter for the moment and recommended that the review be continued with the
input from experts of the OIE Collaborating Centre on reproductive diseases.

b) Collection and processing of in vitro derived embryos from livestock and equids
(Chapter 4.8)

Comments were received from Australiaand the IETS.

In answering a Member Country’s request to seek expert advice on the risks associated with
trade of in vitro produced embryos, the production of which has increased greatly worldwide, the
Code Commission reviewed the proposal received from the IETS and modified the text of
Article4.8.7.

The Code Commission changed the order of ‘embryo’ and ‘oocyte’ in the title, for consistency,
and removed the reference to ‘rinderpest’ in Article 4.8.6. point 2, as this disease has aready
been eradicated globally. The Code Commission also made some editoria modifications,
including some relating to the existing definitions of slaughterhouse/abattoir and shipment and
the proposed definition of ‘ pathogenic agent’.

However, the Code Commission noted that more scientific data were needed to further improve
Chapter 4.8. The Code Commission and the L aboratories Commission noted that currently there
is no sufficient available scientific data to assess the risk of disease transmission in in vitro
produced embryos or oocytes, nor is there funding for such research. The two Commissions
agreed that there is a need for the OIE Headquarters to raise awareness among Member
Countries on this issue and to generate financial resources to conduct the necessary research that
will assist the Commissions to update the Code and Manual.

The revised Chapter 4.8. is attached as for Member Countries' comments.

EU comment

The EU in general supportsthe proposed changesto this chapter. Commentsare
inserted in the text of Annex 23.

c) Somatic cell nuclear transfer in production livestock and horses (Chapter 4.11.)
A comment was received from New Zealand.

The Code Commission modified the terminology in Article4.11.4. points 2 and 4, after
considering the rationale submitted by the Member Country, asfollows:

"Risks themselves are neither ‘qualitative’ nor ‘ quantitative’; it is the assessments which are
one or the other. The glossary definition of ‘qualitative risk assessment’ is “an assessment
where the outputs on the likelihood of the outcome or the magnitude of the conseguences
are expressed in qualitative terms such as ‘high’, ‘medium’, ‘low’ or ‘negligible’”. This
contradicts the statement in 2. above that such descriptors are ‘ semi-quantitative’ .

Chapter 2.1. of the Code nowhere mentions ‘ semi-quantitative risk assessment’. The OIE
publication Handbook on Import Risk Analysis for Animals and Animal Products: Volume
1 Introduction and Qualitative Risk Analysis (second edition, 2010. World Organisation for
Animal Health, Paris. Pages 36-37.) states:

[...] al risk analyses inevitably include a degree of subjectivity. Nevertheless, because
many people find numbers seductive and reassuring, some analysts use so-called semi-
guantitative methods in the mistaken view that they are somehow more ‘objective’ than
strictly qualitative techniques. [...] However, a number of significant problems may arise
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from adopting a semi-quantitative approach in an import risk analysis. It is sometimes
employed as a means of combining various qualitative estimates, by assigning numbers to
them, to produce a summary measure or to prioritise risks. The numbers may be in the form
of probability ranges or scores, which may be weighted before being combined by addition,
multiplication or similar mathematical operations. The numbers, ranges, weights and
methods of combination chosen are usually quite arbitrary, and need careful justification to
ensure transparency.

It should be recognised that numbers assigned to categories cannot legitimately be
manipulated mathematically and statistically. For example, one type of semi-quantitative
method that has been used in some risk analyses involves dividing the probability range 0 to
1 into a number of arbitrary intervals [...] and giving each of these a qualitative descriptor
such as ‘negligible’, ‘extremely low’, ‘very low’ and so on. The risk assessor uses the
qualitative descriptors for the probability of each step of the risk assessment. The
probability of the al steps in the pathway occurring is then calculated by multiplying the
arbitrary probability intervals ascribed to each qualitative descriptor. Finally the product of
this multiplication is converted back to a qualitative descriptor. While it might superficially
appear objective, this type of semi-quantitative assessment is flawed, and leads to
conclusions that are statistically and logically incorrect (Morris and Cogger, 2006).

In summary, semi-quantitative assessments give a misleading impression of objectivity and
precision, and lead to inconsistent outcomes. Assigning numbers to subjective estimates
does not result in a more objective assessment, particularly when the numbers chosen and
their method of combination are arbitrary."

Therevised Article 4.11.4. is attached as Annex 24 for Member Countries' comments.

EU comment
The EU supportsthe proposed changesto thisarticle.

Item 10 OIE procedures relevant to the Agreement on the Application of Sanitary and Phytosanitary
Measures of the World Trade Organization (Chapter 5.3.)

Comments were received from Colombia, New Zealand, Switzerland, Thailand, EU and AU-IBAR.

The Code Commission in general agreed with a Member Country’s comment that this chapter should
be consistent with other documents such as the Codex Alimentarius.

In agreeing with Member Countries about the need for clarification of the meaning of ‘zone and
‘region’ following the proposed deletion of ‘region’ from the Glossary and proposal to delete
references to ‘regionalisation’ from Chapter 4.3., the Code Commission drafted a sentence at the
beginning of Article 5.3.7. stating that the OIE definition of ‘zone' has the same meaning as ‘region’
and ‘area’ used in the SPS Agreement.

The Code Commission did not accept a suggestion by some Member Countries to replace
‘judgements’ with ‘determination’ in the first paragraph of Article 5.3.3., noting that this issue was
thoroughly discussed at its meeting in February 2016: ‘judgement’ is a decision based on the process
of ‘determination’.

The Code Commission did not accept a suggestion by some Member Countries to replace ‘ consider’
with ‘include’ in the first paragraph of Article5.3.4. point 2, noting that ‘consider’ conveys the
meaning of an intention to deliberate about an issue. The Code Commission, while accepting a
suggestion by some Member Countries and correcting the second paragraph of the same point by
replacing ‘managing’ with ‘to manage,” did not agree to replace ‘the’ with ‘each.’

The Code Commission accepted a suggestion by some Member Countries and added ‘safe
commodities’ in Article 5.3.4. point 3 as a principle to determine equivalence of sanitary measures.

In response to a comment by a Member Country that the meaning of ‘informal agreement’ is unclear,
the Code Commission modified Article 5.3.6. point 8.
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The Code Commission did not accept a Member Country’s suggestion to elaborate Article5.3.7.
point 2 @), as ‘partnership’ in the existing text includes the commitment of al partners. The Code
Commission also noted that Chapter 4.3. details such commitment.

In response to a Member Country’s comment on Article 5.3.7. point 2 a), the Code Commission noted
the importance of referring to ‘other premises not containing animals and clarified the text
accordingly.

In response to a Member Country’s comment on Article 5.3.7. point 2 b) i), the Code Commission
reiterated the difference between zoning and compartmentalisation, the latter of which is not based on
geographical factors.

The revised Chapter 5.3. is attached at Annex 9 for Member Countries’ comments and is proposed for
adoption at the 85th General Session in May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto thischapter. A
comment isinserted in the text of Annex 9.

Item 11 Veterinary public health
a) Theroleof the Veterinary Servicesin food safety (Chapter 6.1.)

Comments were received from Japan, Malaysia, New Zealand, Norway, Switzerland, USA, EU
and AU-IBAR.

Given the extensive number of Member Countries' comments received on this chapter, the Code
Commission requested that all comments be referred to the Animal Production Food Safety
Working Group for its consideration when it next meets in December 2016. The Commission
will review the revised chapter at its February 2017 meeting.

b) Harmonisation of national antimicrobial resistance surveillance and monitoring
programmes (Chapter 6.7.)

The Code Commission considered Member Countries comments and proposals from the ad hoc
Group on Antimicrobial Resistance (AMR) and the Scientific Commission, and made relevant
amendments.

In Article 6.7.2. the Code Commission agreed with a Member Country’s comment to delete ‘in
bacteria’ in point 1 to clarify that the intent of this sentence is to assess and determine trends and
sources of AMR in bacteria and also sources of resistant bacteria.

In Article 6.7.3. the Code Commission agreed with a Member Country’s comment to add
“animal feed’ in point 1 becauseit is a potential source of AMR in animals and a route to humans
viafood. However it did not agree to delete ‘in therapy’ at the end of this paragraph because the
text reflects the objective of this chapter as outlined in Chapter 6.6.

The Code Commission did not agree with a Member Country’s comment to amend points 2 a) and
b) asit considered the current text was clear and the list of examplesis not an exhaustive one.

The Code Commission agreed with a Member Country’s suggestion to change ‘faecal’ to
‘faeces’ which is the appropriate noun.

The Code Commission amended point 6 based on comments provided by the ad hoc Group and
the Scientific Commission to include examples of bacterial isolates that could be included in
surveillance and monitoring programmes. The rationale for these proposed amendments is
provided in the following extract from the report of the meeting of the ad hoc Group on
Antimicrobial Resistance held in January 2016:
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"The Group agreed that veterinary pathogens included in the table should have global or
widespread anima health relevance and agreed not to develop regional tables. Food-
producing animals were targeted as a starting point for programmes which could be adapted
to include other animals according to national requirements. The Group considered that the
table was an attempt at prioritisation of relevant veterinary pathogens and suggested
additional criteria for inclusion in the Terrestrial Code to help OIE Member Countries
devise suitable national monitoring programmes. These included:

— Impact on animal health and welfare;

- Implication of antimicrobial resistance in the pathogen for therapeutic options in
veterinary practice;

- Impact on food security and on production (economic importance of associated
diseases);

- Bacterial diseases responsible for the majority of veterinary antimicrobial usage
(stratified by usage of different classes or their importance);

- Existence of validated susceptibility testing methodologies for the pathogen.

The Table of suggested veterinary pathogens in Article 6 a) of Chapter 6.7. of the
Terrestrial Code was developed by the Group reflecting the above considerations. Some
veterinary pathogens, such as Brachyspira spp. and Histophilus somni (formerly
Haemophilus somnus), were not included in the table, even though they are considered
important, because they are fastidious and technically difficult to test and there is no
internationally agreed standard methodology for testing them. Validation of susceptibility
testing methodologies should be encouraged for these veterinary pathogens. The Code
Commission did not accept a Member Country comment to amend pointb)i) as it
considered it clear as written. However, the Code Commission did accept the proposal to
amend the second paragraph to allow consideration of private laboratories and to reflect
current practices in sampling and surveillance for Campylobacter.”

The Code Commission agreed to amend point ¢) to clarify that sampling should be done at the
slaughterhouse/abattoir.

The Code Commission agreed to amend the text in point 8 to clarify that data should be reported
both qualitatively and quantitatively.

The Code Commission agreed to add two new sub-pointsin point 9: ‘(ix) exposure of animals to
antimicrobial agents; (x) bacterial recovery rate', as these also provide useful information.

Therevised Chapter 6.7. is attached as Annex 25 for Member Countries' comments.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto this chapter.
Commentsareinserted in thetext of Annex 25.

Item 12 Veterinary public health: zoonoses and food safety

a) Draft new chapter on prevention, detection and control of Salmonela in cattle
(Chapter 6.X.)

Comments were received from Australia, China, Chinese Taipei, Colombia, Japan, Malaysia,
New Zealand, Norway, Switzerland, EU and AU-IBAR.

The Code Commission considered Member Countries comments and made relevant
amendments.

In response to a Member Country’s comment that some recommendations are out of the defined
scope of this chapter, the Code Commission noted that this chapter includes only those risk
management measures that can be controlled at the farm level.
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The Code Commission agreed to make the following amendments throughout the entire chapter:
i) change ‘types of Salmonella to ‘serotypes of Salmonella; ii) delete ‘it is recommended that’
from the chapeau of several articles and add ‘ should’ into each point to align with the convention
used in the Code.

In Article 6.X.1. the Code Commission agreed to delete ‘ For example’ in paragraph 1.

The Code Commission did not agree to add S Dublin in the introductory text because it
considered it to be sufficient as written; it did not agree to delete ‘age’ because it is a factor in
dissemination and persistence; and did not agree to add ‘infection’ after ‘Salmonella’ as this
would be inconsistent with Chapter 6.Y .

In Article 6.X.2., the Code Commission did not agree to include breeder cattle because they are
covered in the definition of commercial cattle production systems; it did not agree to amend this
article asit did not consider that the proposed changes improved readability.

In Article 6.X.3., the Code Commission agreed to add B. javanicus as it is a commercialy
farmed speciesin Asia. It updated the reference to the recently adopted Codex Guidelines for the
Control of Nontyphoida Salmonella spp. in Beef and Pork Meat (CAC/GL 87-2016) and
removed ‘under study’.

In Article 6.X.4., the Code Commission agreed to amend the first sentence to improve
readability. It changed ‘ concentration’ to ‘amount’, agreeing that this was a better term to use. It
agreed to add ‘or water’ after contamination acknowledging that this is a potential source of
contamination. It agreed to add new paragraph before the last paragraph referring to the
importance of good farming practices and principles of hazard analysis and critical control points
when designing prevention and control measures.

In Article 6.X.5., the Code Commission agreed to delete the example in the first paragraph as it
considered it unnecessary. It agreed to replace ‘ biosecurity management plan’ with *biosecurity
plan’ given that biosecurity plan'is a defined term in the Glossary. The Code Commission noted
that although the current definition for ‘biosecurity plan’ only covers zones and compartments, it
considered it to be applicable to this chapter. The Code Commission noted that it would revise
this definition at its next meeting to better reflect the broader use of this term throughout the
Code.

The Code Commission agreed to add ‘feeding’ in point 5 agreeing this is an important source of
infection. It agreed that some text should be deleted from point 9 regarding cleaning and
disinfection as it considered that this level of detail was more appropriate for Chapter 4.13. It
proposed to address this level of detail and relevant Member Countries comments in future
revision of Chapter 4.13. The Code Commission added a new point 14 to address procedures in
the case of a suspected or confirmed infected animal.

The Code Commission did not agree to delete ‘cattle buildings noting that the applicability of
the measures depends on the type of production system as described in the introductory text to
this article. The Code Commission did not agree to add some suggested new points in this article
asit considered these were already covered and more detail was not necessary.

In Article 6.X.6., the Code Commission did not accept to delete the words ‘and water’ in point 5
because it is relevant in the designing of cattle establishments. It did not agree to add a reference
to semi-intensive cattle production systems because it was not deemed necessary, especialy as
there is no specific definition for this production system.

It addressed a comment regarding the importance of age and segregétion in point 7 by the
inclusion of a new point 4 in Article 6.X.8. that addresses segregation according to age. The
Code Commission considered this to be a better placement for this point.

In Article 6.X.7., the Code Commission amended point 6 to clarify when testing should be done.

In Article 6.X.8., the Code Commission amended point 1 to improve clarity.
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In Article 6.X.10., the Code Commission agreed to change ‘drinking water’ to ‘water for
drinking’ to avoid confusion with potable water for human consumption.

The Commission did not agree to align text in the similar article in Chapter 6.Y. because it was
not considered relevant to this article that applies to intensive and extensive cattle production
systems, which differ significantly from pig production systems.

In Article 6.X.11., the Code Commission agreed to amend point 5 to emphasise the fact that
antimicrobial agents may modify normal flora in the gut and increase the likelihood of
colonisation by Salmonella and to emphasise that the use of antimicrobia agents should be
limited to the treatment of clinical enteric sAlmonellosis. The Code Commission agreed to add a
new point 4 to recognise the potential role of stress.

The Code Commission did not agree to include information already detailed in Chapter 6.9.
In Article 6.X.12., the Code Commission agreed to reword the first sentence to provide a more
precise recommendation regarding cleaning and disinfection after transportation of animals.

In Article 6.X.14., the Code Commission agreed to delete the reference to slaughtered animals
acknowledging that this measure is addressed in Codex standards.

In Article 6.X.15., the Code Commission agreed to delete the second reference to serological
testing at the end of the second paragraph, agreeing it was unnecessary.

In Article 6.X.16., the Code Commission did not agree with a comment regarding the use of
‘possible’ as this is addressed by ‘may be possible’ at the beginning of the sentence. The ‘or’
was changed to ‘and’ before removal of persistent carriers asthisis the correct term for alist.

The revised Chapter 6.X. is attached as Annex 10 for Member Countries comments and is
proposed for adoption at the 85th General Sessionin May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto thisdraft new
chapter. Commentsareinserted in thetext of Annex 10.

b)

Draft new chapter on prevention, detection and control of Salmonella in pigs
(Chapter 6.Y.)

Comments were received from Australia, Canada, Chinese Taipei, Colombia, Japan, Malaysia,
New Zealand, Norway, Switzerland, USA, EU and AU-IBAR.

The Code Commission considered Member Countries comments and made relevant
amendments.

The Code Commission also ensured any relevant amendments made to Chapter 6.X. were made
to this chapter.

The Code Commission agreed to make the following amendments throughout the entire chapter:
i) change ‘types of Salmonella to ‘serotypes of Salmonella; ii) delete ‘it is recommended that’
from the chapeau of severa articles and add ‘should’ into each point to align with the convention
used in the Code.

The Code Commission did not agree to include some concepts such as a focus on breeding pigs
that are referenced in a scientific opinion, noting that the expert ad hoc Group that drafted this
chapter was familiar with that reference and had deemed some points not relevant to the OIE
chapter. In addition the comment did not include any proposed new text.

In Article 6.Y.1., the Code Commission agreed to delete ‘for example’ and ‘also’ in the last
sentence of the first paragraph to improve clarity and align with amendmentsto Article 6.X.1.
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In Article 6.Y.3., the Code Commission did not agree to add ‘ contamination of the environment’
because it is already addressed by the wording ‘indirect contact’.

The Commission updated the reference to the recently adopted Codex Guidelines for the Control
of Nontyphoidal Salmonella spp. in Beef and Pork Meat (CAC/GL 87-2016) and removed
‘under study’.

In Article6.Y.4., the Code Commission agreed to amend the first sentence to improve
readability. It agreed to change ‘concentration’ to ‘amount’ agreeing that this was a better term
to use. It agreed to add ‘or water’ after contamination acknowledging that this is a potential
source of contamination. It agreed to add a new paragraph before the last paragraph referring to
the importance of good farming practices and principles of hazard analysis and critical control
points when designing prevention and control measures.

The Code Commission did not agree to change ‘will’ to ‘may’ in point 2 because it is correct as
written, i.e. reducing contamination will limit infection.

In Article 6.Y .5., the Code Commission agreed to delete the example in the first paragraph as it
considered it unnecessary. It agreed to replace ‘ biosecurity management plan’ with ‘ biosecurity
plan’ given that biosecurity plan is a defined term in the Glossary. The Code Commission noted
that although the current definition for ‘biosecurity plan’ only covers zones and compartments it
considered it to be applicable to this chapter. The Code Commission noted that it would revise
this definition at its next meeting to better reflect the broader use of this term throughout the
Code.

As in the draft Chapter 6.X. the Code Commission agreed to add ‘feeding’ in point 5 agreeing
this is an important source of infection. It agreed that some text should be deleted from point 9
regarding cleaning and disinfection as it considered that this level of detail was more appropriate
for Chapter 4.13. The Code Commission proposed to address this level of detail and relevant
Member Countries comments in the future revision of Chapter 4.13.

The Code Commission agreed to add a new point 15 to address procedures in the case of
suspected or confirmed infected animals.

The Code Commission did not agree to add some suggested new points in this article as it
considered these were aready covered and more detail was not necessary.

In Article6.Y.6., the Code Commission did not agree to amend point 4 regarding the area
immediately surrounding pig houses because it considered the text as written is clear and is also
aligned with similar points in other chapters, e.g. Chapter 6.4. The Code Commission did not
agree to delete the words ‘and water’ in point 7 because it is relevant in the designing of pig
establishments. The Code Commission addressed a comment regarding the importance of age
and segregation by the inclusion of a new point 4 in Article 6.Y.8. that addresses segregation
according to age. The Code Commission considered this to be a better placement for this point.

In Article6.Y.7., the Code Commission agreed to amend the first sentence to clarify that
introduction of pigs is arisk factor in al herds but especially important in moderate and high
prevalence regions. The Code Commission amended point 6 to clarify when testing should be
done.

In Article6.Y.8., the Code Commission agreed to amend point 1 to clarify that pig movement
and mixing of pigs should be minimised throughout their whole life. The Code Commission
agreed to add a new point to address the importance of segregating sick pigs to minimise the
spread of Salmonella.

In Article 6.Y.9., the Code Commission agreed to amend point c) to acknowledge differences in
what may be possible in different countries.

The Code Commission did not agree to delete the sentence in point 1 regarding low prevalence
regions asit considered it important to emphasi se the difference between such regions.
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In Article6.Y.10., the Code Commission agreed to change ‘drinking water’ to ‘water for
drinking' to avoid confusion with potable water for human consumption. The Code Commission
agreed to add a new point to address the importance of preventing access of birds, rodents and
wildlife to the water supply and delivery systems.

In Article 6.Y.11., the Code Commission agreed to amend point 2 to emphasise the fact that
antimicrobial agents may modify norma flora in the gut and increase the likelihood of
colonisation by Salmonella and to emphasise that the use of antimicrobia agents should be
limited to the treatment of clinical enteric salmonellosis. It did not agree to include information
aready detailed in Chapter 6.9.

The Code Commission agreed with a comment regarding the importance of considering the use
of vaccines as alternatives to antimicrobial agents but did not agree to include such text in this
articleasitisagenera principle not specific to Salmonella and asiit is addressed in Article 6.9.7.
point 2 a).

In Article 6.Y.12., the Code Commission agreed to reword the first sentence to provide a more
precise recommendation regarding cleaning and disinfection after transportation of animals.

In Article6.Y.14., the Code Commission agreed to delete a second reference to serological
testing at the end of the second paragraph agreeing it was unnecessary. It agreed to add a new
paragraph describing the limitations of using serology. It also agreed to amend the last paragraph
to improve clarity regarding bacteriological sampling of individua pigs to overcome low
sengitivity.

In Article 6.Y.15., the Code Commission did not agree with a comment regarding the use of
‘possible’ as this is addressed by ‘may be possible’ at the beginning of the sentence. The ‘or’
was changed to ‘and’ before removal of persistent carriers as thisis the correct term for alist.

The revised Chapter 6.Y. is attached as Annex 11 for Member Countries comments and is
proposed for adoption at the 85th General Sessionin May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto thisdraft new
chapter. Commentsareinserted in the text of Annex 11.

Item 13 Animal welfare

a)

b)

Report of Animal Welfare Working Group (AWWG)

The Code Commission noted the report of the AWWG and the amendments proposed for animal
welfare chapters. The Code Commission noted the recommendations of the AWWG on the need
to conduct an extensive review of Chapters 7.5. and 7.6.

The report of the AWWG meeting is attached as Annex 30 for Member Countries’ information.
Draft Article 7.1.X. on guiding principles on the use of animal-based measures

The Code Commission welcomed the proposal of the AWWG on a new article on guiding
principles for the use of animal-based measures to be included in Chapter 7.1. The Code
Commission reviewed the draft text and amended it to simplify the text and align it with the
established Code format and conventions. The objective of this article will be to support Member
Countries in the use of outcome-based measurables in implementing the animal welfare chapters.

The new draft Article 7.1.X. is attached as Annex 26 for Member Countries' comment.

EU comment

The EU thanksthe OIE for itswork and for drafting a new article on thisimportant
issue. The EU can in general agreeto the proposed text of the article. We do however
have a few comments on certain principleissues asindicated in the text of Annex 26.

0)

M ethods of killing farmed reptilesfor their skinsand meat
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The Code Commission discussed the new work on methods of slaughter and killing of reptiles.
The Code Commission recalled that the step taken to begin this work was the adoption during
the last General Session, of amodified definition of animal that now includes reptiles.

The Code Commission recommended that the OIE develop a stand-alone chapter rather than
include new material in Chapter 7.5. that specifically concerns dlaughter of animals kept
primarily for food production. In addition it is already complex and the inclusion of reptiles
would reduce the readability of the chapter.

The Code Commission recommended that the OIE develop a draft chapter on the slaughter and
killing of farmed reptiles for their skins and meat, based on a draft document already provided by
experts. It requested that Ol E headquarters establish an electronic ad hoc group, to undertake this
review in order to provide the Code Commission expects to receive with a proposed new draft
Chapter 7.Y. for its February 2017 meeting.

Slaughter of animals (Chapter 7.5.) and Killing of animals for disease control purposes
(Chapter 7.6.)

Comments were received from Argentina, Australia, Canada, Chile, Colombia, Mexico, New
Zedland, Norway, Singapore, Switzerland, Thailand, Uruguay, USA, EU, AU-IBAR, ASEAN,
CVP, and ICFAW.

The Code Commission decided not to pursue the review of the Member Countries’ comments on
the proposed text in Chapters 7.5. and 7.6., and in particular Article 7.5.7. on the method for
waterbath stunning for poultry, due to the large number of often irreconcilable comments. In
order to achieve a consistently structured format and to review these chapters with up to date
scientific data, the Code Commission asked the Headquarters to undertake a concomitant review
of these two chapters, utilising specific expertise in these areas.

Animal welfare and broiler chicken production systems (Chapter 7.10.)
Comments were received from Australia and EU.

The Code Commission considered that Member Countries' proposals to amend this chapter were
not substantive or triggered by new science. Therefore, the Code Commission decided not to
modify the chapter, a revised version of which was adopted at the OIE General Session in May
2016.

Animal welfareand dairy cattle production systems (Chapter 7.11.)
Comments were received from Australia, Uruguay, USA and EU.

The Code Commission considered Member Countries comments received before or during the
May 2016 General Session.

The Code Commission did not accept a Member Country’s suggestion to replace the terms
‘mortality rate’ and ‘morbidity rate’ by ‘mortality’ and ‘morbidity’ respectively, as the Member
Country did not submit arationale.

In response to Member Countries' comments, the Code Commission proposed new wording to
point 5 of Article7.11.6. to avoid confusion, by clarifying provisions that apply in situations
where housing design provides only individual spaces for cowsto rest.

The Code Commission decided that the review of comments received after the General Session
in May 2016 will be postponed until the next revision of the chapter.

Therevised Article 7.11.6. point 5 is attached as Annex 12 for Member Countries comment and
is proposed for adoption at the 85th General Session in May 2017.

EU comment

The EU thanksthe OIE for itswork. The EU can agree to the amendment proposed for
thisarticle of the chapter.
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0)

Welfare of working equids (Chapter 7.12.)
Comments were received from Australia, USA, EU and AU-IBAR.

The Code Commission analysed all Member Countries comments received before and after the
General Session. The comments were positive, in particular those from the African Region
Member Countries, due to the role of working equids on the continent.

The Code Commission considered some linguistic modifications of the text proposed by
Member Countries and made the relevant amendments accordingly.

The Code Commission did not accept comments on the introductory section because the
concerns of Member Countries were all found to be addressed in the first and second paragraphs.

In Article 7.12.2., the Code Commission did not accept the suggestion of a Member Country to
modify text to include hinnies, as ‘mule’ is already a generic term for crossbreeds of horses and
donkeys.

In Article 7.12.3., the Code Commission did not accept a proposed change in the first paragraph,
as it is adready covered in the existing text. In points 1, 2, 3 and 4, the Code Commission
accepted the proposed modification from Member Countries and modified the accompanying
text.

In Article 7.12.4., the Code Commission accepted the comment of a Member Country in order to
clarify that the signs mentioned are always an indication of welfare problems. It also accepted
the proposal of a Member Country to include some new indicators of stress.

In point 5 the Code Commission did not accept a Member Country’s comment in relation to
handling responses. Injury is not a response to improper handling, but the result of bad human-
animal interaction.

In the points5, 7 and 8 of the above mentioned article, the Code Commission did not accept
Member Countries comments as they were not justified and did not add to the value of the text.

In Article 7.12.6., the Code Commission accepted, with modification, the comment of a Member
Country concerning recommendations for feeding. In the same recommendation, it did not
accept to add the specific wording proposed by a Member Country about consideration of cold
weather asit isalready included in the text, in Article 7.12.7.

In Article 7.12.9., the Code Commission did not agree with a Member Country’s suggestion to
add text concerning a specific painful procedure, as the rationale given was not persuasive and
did not reflect the reality of the management of these species in working conditions.
Nevertheless, the Code Commission could accept to modify this recommendation if it were to
receive a more robust justification. In the same article it did not accept the inclusion of new text
on pain management, asit is already included in the article.

In Article 7.12.1. point 2, concerning appropriate workloads, the Code Commission analysed
Member Countries comments and in general agreed with the advice of the AWWG that it is
possible to include input-based recommendations in the animal welfare chapters of the Code, if
they are clearly linked with a welfare outcome. In case of limiting the work load of pregnant
mares, the experts justified this through the necessity of the foal to have access to mother’s milk
during a specific period of time, which is supported by the available scientific research.
Regarding the recommendations for the limits to duration of work, the Code Commission agrees
that the expert experience clearly links welfare problems with animals working more than six
hours per day or more than six days in arow. Therefore, it only modified the text in alignment
with Member Countries comments for clarity.

The revised Chapter 7.12. is attached as Annex 13 for Member Countries comment and is
proposed for adoption at the 85th General Sessionin May 2017.
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EU comment

The EU thanksthe OIE for itswork and for taking many of the EU commentsinto
account. The EU can in general agreeto the changes madein this modified chapter but
does have two comments asindicated in the text of Annex 13.

h) Report of ad hoc Group and the draft Chapter 7.X. on Animal Welfare and pig production
systems

The Code Commission reviewed the draft Chapter 7.X. on animal welfare and pig production
systems, produced by the ad hoc Group at its March 2016 meeting and found the draft chapter is
generaly well written and well balanced. The Code Commission edited the draft chapter to
ensure the correct use of glossary-defined terms and also to ensure correct English is used
throughout the text. The report of the ad hoc Group is attached as Annex 31 for Member
Countries” information.

Therevised Draft Chapter 7.X. is attached as Annex 27 for Member Countries comments.

EU comment

The EU thanksthe OIE for itswork on this new draft chapter. It isconsistent with the
other OIE animal welfare chaptersbut also addresses those issuesthat ar e specific for
pigsin aclear and ssmple manner. The EU does however have a number of comments as
indicated in the text of Annex 27.

Item 14 Infection with bluetongue virus (Chapter 8.3.)
A comment was received from Australia.

The Code Commission considered the revised chapter and made some general observations and noted
that the OIE Headquarters needed to look at the vector borne chapters for consistency, in particular the
use of ‘[disease] free' and ‘ seasonally free' in the chapters.

The President of the Code Commission also noted he had discussed with the President of the
Laboratories Commission the following (see above D ¢):

— the strains of bluetongue virus, and concluded that it was not possible to explicitly exclude non-
pathogenic strains from the case definition, as there are currently no means to differentiate
between pathogenic and non-pathogenic;

— the vaccine strains, and concluded that the case definition should include them if found in a non-
vaccinated animal or an animal that was vaccinated against another strain or with an inactivated
vaccine.

The Code Commission decided that since the chapter had been adopted with the intention of further
looking at the case definition, it should also look at the other Member Countries’ comments.

In order to maintain consistency the Code Commission clarified that ‘samples’ should be ‘a sample’
and ‘identified in a sample from’ should be used consistently across all the chapters of the Code.

The Code Commission made amendments to implement advice from the Laboratories Commission
and inserted a new point 3 of Article 8.3.1. to read “antigen or ribonucleic acid specific to a BTV
vaccine strain has been detected in samples from a ruminant or camelid that is unvaccinated or has
been vaccinated with an inactivated vaccine, or with a different vaccine strain.”

The Code Commission noted that it had already removed ‘seasonaly free country’ from other
chapters, which only refer to ‘ seasonaly free zones', the zone covering possibly the entire territory of
acountry. After the completion of the first round of harmonisation on vector-borne disease chapters, it
noted that there are still some inconsistencies among the chapters. The Code Commission also noted
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an inconsistency in Article8.3.7. regarding the importation from zones seasonaly free from
bluetongue and made modifications to point5 in order to fix the inconsistency. If adopted, this
modification will also apply to Chapter 8.7.

The Code Commission agreed with a Member Country’s proposal to amend Article 8.3.9., which was
supported by a strong rationale, and made the appropriate amendments including the addition of a new
point regarding reference to Article 8.3.10.

The Code Commission also noted that the article is about ‘free zone’ or ‘ seasonally free zone' and that
the inserted concept of a‘seasonally free period’ was confusing and irrational. In order to avoid thisin
the future, it considers that this should be referred to as the ‘free season’ and when the chapter is
adopted this subsequent change will need to be made to other relevant chaptersi.e. Chapter 8.7.

The Code Commission agreed that there were still inconsistencies with other chapters and in answer
to Member Countries comments at the General Session on Article 8.3.9. made appropriate
amendments.

EU comment

Referring toits general comment on the proceduresfor amending the Code (seeitem 2
above), the EU strongly opposes” silent” changesto the Code, i.e. without prior
circulation to member countriesfor comments. Thisincludes analogous follow-up
changesin other chapters, asindicated in the paragraphs above. These should duly be
brought to the attention of member countriesand adopted by the World Assembly.

The Code Commission agreed with the comment of a Member Country in regards to the need to clarify the
requirement to test bulls every saven days and made the appropriate changes to Article 8.3.10.

Therevised Chapter 8.3. is attached as Annex 28 for Member Countries’ comments.

EU comment

The EU cannot support some of the proposed changesto this chapter. Important
commentsareinserted in thetext of Annex 28.

Item 15

Item 16

Infection with foot and mouth disease virus (Chapters 8.8.)

Comments were received from Argentina, Australia, Canada, China, Chinese Taipei, Colombia,
Japan, Korea, Mexico, New Zealand, South Africa, Switzerland, Thailand, USA, EU, AU-IBAR, and
Quads.

The Code Commission considered the input from the Scientific Commission and the report of the ad
hoc Group that had met in June 2016, as well as a number of comments received after the General
Session in May 2016. After lengthy discussions, including with the Scientific Commission, it became
apparent that there was a large amount of work yet to be done on this chapter, especialy the inclusion
of new concepts regarding zoning and movements of animals. The Code Commission, conscious of
Member Countries’ concerns regarding the short timeframe that they had been given to comment on
the chapter, formed the view that, as this was not an urgent situation, and in order to ensure full
consideration of all comments and proposals of the Member Countries, the ad hoc Group and the
Scientific Commission, more time was needed to continue the development of this chapter. Therefore
the Code Commission postponed further discussion on this chapter until its meeting in February 2017.

Before the next meeting, members of the Code Commission will continue to review the revised
chapter, making note of any particular concerns or questions for further discussion in February 2017.
Members of the Code and Scientific Commissions are encouraged to exchange views between the
sessions via email, based on proposals of the Headquarters, which will work to review the document
and identify issues that may require further expertise.

I nfection with Mycobacterium tuberculosis complex (draft new Chapter 8.X.)
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Comments were received from Australia, Canada, China, Japan, New Zealand, Norway, Switzerland,
EU and AU-IBAR.

Extract from the report of the February 2016 meeting of the Code Commission:

"After reviewing the ad hoc Group report and consultation with the Scientific Commission, the Code
Commission concluded it currently had insufficient information to include New World camelidsin the list
of susceptible species. It asked Headquarters and both the Laboratories Commission and the Scientific
Commission to re-evaluate the significance of infection with M. tuberculosis complex in New World
camelids along with the available diagnostic and risk management tools to determine whether they should
be included in the case definition or not.

Member Countries’ observations that compliance with the provisions of Article 8.X.14. point 1 requires
that goats are kept in a herd that has been subjected to a testing regime, were referred to the Laboratories
Commission and the Scientific Commission to support further consideration of the development of such a
testing regime to demonstrate herd freedom from infection with M. tuberculosis complex in goats.”

In response to Member Countries comments, and after receiving opinions from experts and the
Laboratories and Scientific Commissions, the Code Commission re-inserted the definition for New
World camelids in Article 8.X.1. Indeed, while M. tuberculosis in domesticated New World camelids
is not common, they may, nevertheless, be infected with M. tuberculosis complex by spill over from
wildlife and cattle and may themselves be a source of M. tuberculosis for cattle and humans. This is
especially the case when they are reared in intensive conditions. However, due to the current lack of
validation of sensitive and specific tests, it was not possible for the Code Commission to draft articles
on free status of countries, zones or herds for New World camelids. Similarly, it was not possible for
the Code Commission to draft articles on free status of countries, zones or herds for goats.

The Code Commission did not accept a Member Country’s proposal to include milk that has been
subject to pasteurisation as a safe commodity, considering it necessary to keep it in Article 8.X.14.,
since pasteurisation, as described in the Codex Code of hygienic practice for milk and milk products
(CAC/RCP 57-2004), specifically addresses the control of tuberculosis.

The Code Commission did not agree to a Member Country’s proposal to delete meat-and-bone meal
from point 3, as the ad hoc Group had added these commaodities based on scientific evidence that
normal processes to produce meat-and-bone meal inactivates Mycobacteria.

The Code Commission agreed with the proposal of Member Countries regarding surveillance and
included a reference to a surveillance programme in Article8.X.4. point 1 b) to add clarity and
consistency. However, in response to the question from a Member Country seeking a more rigorous
scientifically-based alternative to the defined design prevalence, it noted that it would wait for the
Member Country to provide such a scientifically-based alternative.

In response to a Member Country’s comment concerning point 3 and the fact that many countries are
implementing programmes to eradicate M. bovis in bovids, and that a spillover infection of M.
tuberculosis of human origin in bovids should not affect a country or zone free from M. bovis, the
Code Commission noted that the chapter refers to the status of a country or zone as free from M.
tuberculosis complex in specieslisted in Article 8.X.1., and that included M. tuberculosisin bovids.

A further comment regarding point 3 of Article 8.X.4. was considered but no change was made to the
text since suggested modifications did not improve clarity.

In response to a Member Country’s comments on point 3 of Article 8.X.5., no change was made to the
text since it was considered that the suggested modifications did not improve clarity.

In answer to comments of Member Countries, in regards to maintenance of free herd status in the
presence of wildlife reservoirs, the Code Commission incorporated several amendments to
Article 8.X.6. in order to provide clearer recommendations.

In answer to a Member Country’s question regarding intradermal testing, the Code Commission was

not in a position to modify point 2 c) of Article8.X.7., the point was referred to the Laboratories
Commission for further expert advice.
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The Code Commission, in answer to a Member Country’s comment, proposed to delete some text of
point 3 a) of Article 8.X.8., asit does not consider that keeping an animal in afree herd for six months
is adequate, given the long incubation period of infection with M. tuberculosis complex.

The Code Commission did not modify point 1 of Article 8.X.14. as requested by a Member Country,
since there is currently no redlistically-attainable definition of a herd free from infection with M.
tuberculosis complex in goats.

The revised Chapter 8.X. is attached as Annex 14 for Member Countries' comments and is proposed
for adoption at the 85th General Sessionin May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto thisdraft new
chapter. A comment isinserted in thetext of Annex 14.

Item 17

Infection with Avian influenza viruses (Chapter 10.4.)

The purpose of the discussion on this item was primarily to consider new data provided by an expert
on Article 10.4.25. in regards to the virus inactivation time/temperature table.

The new research data on pasteurisation of dried egg white to inactivate avian influenza virus was
based on experiments conducted by the OIE Collaborating Centre for Research on Emerging Avian
Diseases. Based on the outcome of this research the Code Commission agreed with the proposed
changesto the table at Article 10.4.25. asfollows:

— Plain or pure egg yolk: temperature 60°C, time 288 seconds — inserted as a new ling;
— Dried egg white: temperature 54.4°C, time changed to 50.4 hours;
— Dried egg white: temperature changed to 51.7°C, time changed to 73.2 hours.

In order to be clear these are representative examples only for avariety of egg products, rather than an
exhaustive list of all possible products and treatments, the Code Commission made some changes to
the explanatory text under the table as follows: “These are listed as examples in a variety of egg
products, but where scientifically documented, variances from these times and temperatures and for
additional egg products may also be suitable when they achieve equivalent outcomes’.

In addition, while recalling that it had considered Member Countries comments on Articles 10.4.1. to
10.4.3. at its February 2016 meeting, the Code Commission discussed the potential improvement of
the current chapter. that might provide more helpful guidance to the Member Countries for a better
transparency in the global epidemiological situation of the disease or for an effective control of the
disease. This should be further discussed in afuture meeting.

The revised Article 10.4.25. is attached as Annex 15 for Member Countries comments and is
proposed for adoption at the 85th General Session in May 2017.

EU comment

The EU supportsthe proposed changesto thisarticle.

In addition, we would encourage the OI E to do further work on this chapter in the near
future, especially asregards country and zone status, recovery of status and
international trade recommendations.

Item 18 Lumpy skin disease (Chapter 11.11.)

Comments were received from Australia, Chinese Taipei, New Zealand, USA, EU and AU-IBAR.

The Code Commission reviewed all comments from Member Countries and advice from the Scientific
Commission, and amended the text accordingly.
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The Code Commission agreed with the proposal from the Scientific Commission to add a new draft
Article 11.11.3bis on the recovery of free status, based on the report of the ad hoc Group on Lumpy
Skin Disease (LSD) held in January 2016, and further discussions with various experts of that Group.
The Code Commission considered it important to encourage Member Countries that face higher risk
of introduction (e.g. because of infection in neighbouring countries) to use vaccination as a preventive
measure, and to allow Member Countries that have effectively controlled LSD after afirst incursion to
regain their status more rapidly.

The Code Commission did not agree with a Member Country’s proposal on Article 11.11.5. on the
availability of serological tests, and agreed with the Scientific Commission that a test is still needed
for trade to demonstrate the immunisation, even if the test is not perfect, and this is the reason why
thereis also aneed for 28 days of quarantine.

The Code Commission rejected the proposed deletion in Article 11.11.10. as the experts consulted by
the Scientific Commission in the OIE Reference Laboratory indicated that “there is no doubt of
inactivation of LSDV in milk through pasteurisation.”

The Code Commission did not agree with the suggestion of a Member Country to delete
Article 11.11.11. it recalled that in al articles where it states “intended for agricultural or industrial
use’, these articles concern products that are not destined for animal feed or human consumption.

In response to a Member Country’s comment on point 1 of Article11.11.11., the Code Commission
did not accept to modify the text as in a free country or zone the relevant period to consider is the
incubation period, not the infective period.

In response to a Member Country’s proposal to amend Article 11.11.13., the Code Commission did
not agree for same reason asin Article 11.11.11.

In response to a Member Country’s comment the Code Commission agreed to modify the point 2 of
Article 11.11.13. in order to introduce different types of treatments to inactivate LSDV in hides and
skins. Moreover, it noted that once imported, soaking dried hides overnight in the presence of 5% of
non-ionic detergent, which is the normal first step in processing dried hides for tanning, will also
inactivate LSDV in or on the hides.

The Code Commission accepted to modify Article 11.11.14., points 1 and 3, for better clarity.

Therevised Chapter 11.11. is attached at Annex 16 for Member Countries' comments and is proposed
for adoption at the 85th General Session in May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto this chapter.
Commentsareinserted in thetext of Annex 16.

Item 19

Infection with African swine fever virus (Chapter 15.1.)

Comments were received from Australia, Canada, Colombia, China, Japan, Korea (Rep. of), Malaysia,
New Zealand, Norway, South Africa, Switzerland, USA, EU, AU-IBAR and CVP.

The Code Commission reviewed all comments from Member Countries and advice from the Scientific
Commission, and amended the text accordingly.

The Code Commission firstly did not accept a Member Country’s suggestion to add captive wild pigs
together with wild and feral pigsin Article 15.1.1. The Code Commission agreed with the Scientific
Commission, in that captive wild pigs do not play the same role as wild and feral pigs in the
epidemiology of the disease. They are rather comparable to domestic pigs, because, by definition, they
are under human control and supervision, can have contact with domestic pigs and their meat is more
widely traded. That is why they are considered jointly with domestic pigs in terms of risk assessment
and management. The Code Commission furthermore stated that there is no genetic consideration
involved in making the distinction in this article, only production systems.
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In response to a Member Country’s comment, the Code Commission did not agree to reintroduce a
paragraph after point 3 of Article 15.1.1., as this text was not deleted but paraphrased at end of
Article 15.1.2.

In response to a Member Country’ s comment on Article 15.1.1. on the incubation period in Sus scrofa,
and as in Article 2.8.1. of the Manual the range of incubation is 4 to 19 days, the Code Commission
proposed to modify the incubation period from 14 to 19 days. The Code Commission noted that
Member Countries should not rely on the fact sheet only and that the fact sheet on the OIE web page
should be formally reviewed by the Scientific Commission. Also, it did not accept to add ‘for ASFV’
after ‘incubation period’ since it is obvious that the incubation period in this article relates to ASF.

In response to a Member Country’s comment, the Code Commission agreed with the Scientific
Commission to modify points 6 and 7 of Article 15.1.2., as Orthinodoros ticks are not aways
involved in the epidemiology of the infection.

The Code Commission did not accept the comment from a Member Country requesting the deletion of
the last paragraph of Article 15.1.2. It considered it was essential to keep the text referring to the safe
trade of pig commodities when applying provisions of the chapter of the Code.

In response to a question by a Member Country, the Code Commission confirmed that importing and
exporting countries should follow the relevant chapters of Section 5 of the Code to agree on import
conditions.

In response to Member Country comments the Code Commission amended point 1 of Article 14.1.3.
to make it consistent with Article 1.4.6.

The Code Commission did not accept a Member Country’s comment regarding surveillance in wild
and feral pigs. It noted that this surveillance is required even when determining freedom in domestic
and captive wild pigs asitisincluded in point 6 of Article 15.1.2.

The Code Commission accepted a Member Country’s comments in point 2 b) of Article 15.1.3., as
Ornithodoros ticks could be present but not involved.

In response to Member Countries' request to add feral pigs to domestic and captive wild, the Code
Commission pointed out that this category could not be considered in a system of production because,
according to the definition, they are not under human supervision.

The Code Commission in response to a Member Country’s comment did not accept the deletion of
Article 15.1.3bis, agreeing with the statement of the Scientific Commission, that:

"in establishing a compartment in order to ensure adequate separation of the compartment from the adjacent
anima population with different health status, an evaluation of the local epidemiological situation and
geographical factors supporting the spread of the disease is needed. Ornithodoros are not comparable to
culicoides and flying vectors, and can be effectively controlled. They have low mobility. Stomoxis or other
flying vectors have not been demonstrated to play an epidemiological role in the spread of ASF, besides the
experimental study quoted for stomoxis. With reference to the Mellor’'s study, the Commission highlighted
that it was experimental conditions. The control of ASF in some European countries has proven the efficiency
of the concept of fencing. In addition, double-fencing and tick control have been used successfully for years
in several southern African countries. The application for a compartment will obvioudly differ in area where
ticks play arole from areawhereticks do not play arole.”

In Article 15.1.4. the Code Commission responded to a Member Country that once a compartment
loses its status, the reestablishment of freedom in Article 15.1.3.bis would apply and therefore there is
no need for specific requirements.

The Code Commission accepted a Member Country suggestion to modify the text in point 1 of the
condition to recover the status.

In response to a Member Country’s comments on Article15.1.5. points2 and 3, the Code
Commission did not agree to add supplementary requirements, as in the requirement for free status,
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the separation of animals in terms of biosecurity is already included, and free zones or compartments
should only import animals according to the relevant conditions of the chapter.

In response to Member Countries' comments on Article 15.1.9., the Code Commission did not accept
the reinsertion of point ¢). Although some authors have suggested that ASFV might be found in boar
semen and even transmitted to recipient sows, the only evidence for this provided in any of the
sources is a single personal communication by DH Schlafer in 1984, without any details or scientific
justification. More recently, Maes et al. 2008 stated that there is no published evidence to support this
hypothesis.

The Code Commission did not accept either the suggestion of a Member Country on the previously
commented point to conduct a test every time on the donor males as it is not necessary since they are
included in the surveillance programme of the herd. The Code Commission noted that the same
comment was aready explained in its February 2016 report.

In Article 15.1.10., the Code Commission accepted the recommendation from the Scientific
Commission and the ad hoc Group to indicate that the semen used to produce the embryos should
comply with the relevant articles and amended the text accordingly.

In response to a Member Country’s comment on Article 15.1.12bis, the Code Commission did not
accept the modification as it did not add to the coherence of the article, especially when read together
with point 3 of the same article.

The Code Commission did not accept the proposa of -a Member Country in point2 of
Article 15.1.13,, asit is not possible to carry out ante-mortem inspection on wild animals.

The Code Commission reiterated its position of its February 2016 meeting in response to Member
Countries’ concerns regarding Article 15.1.13. and considered the origina text to be consistent with
Article 15.1.12. It modified Article 15.1.13. to only describe conditions of importation of fresh meat
of wild and feral pigs from countries and zones free from ASF in the wild population because there is
currently no satisfactory management method uniformly applicable to all OIE Member Countries for
importation of fresh meat of wild and feral pigs from countries and zones infected with ASFV in the
wild population. However, the Code Commission also reiterated that, as noted in the User’s Guide, the
absence of an article on import conditions for any given commodity does not necessarily mean that
trade in that commodity cannot be conducted safely, or that Member Countries cannot apply
appropriate measures.

The Code Commission did not consider a Member Country’ s suggestion to remove meat sourced from
a country not free from ASF in point 1a) of Article15.1.14., as the proposal lacked scientific
rationale.

The Code Commission agreed with a Member Country’s comment on Article 15.1.17., on the
reinsertion of the article. The Code Commission noted in agreement with the Scientific Commission
that such recommendations are useful to ensure that there are some risk mitigation options for the
Member Countries trading those commodities.

Following a Member Country’s comment, the Code Commission modified the text of points1 and 2
of Article15.1.17bis to take into account the differences between countries free in al suids and
countries free only in domestic and captive wild pigs.

In response to a Member Country’s comment on Article 15.1.19. on the inactivation of ASFV in meat,
and after a review of literature, the Code Commission deleted the words ‘under study’, and updated
the required treatment for dried cured pig meat from countries or zones not free from ASF, in order to
give clear guidance to trading Member Countries.

The Code Commission accepted the proposal of a Member Country to delete part of the text in
Article 15.1.21bis, on the way solutions of formaldehyde are prepared.

The Code Commission addressed a comment of the Scientific Commission by modifying
Article 15.1.22. to include the domestic and captive wild pigsin the production systems.
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The Code Commission addressed Member Countries comment, on Article 15.1.24., by accepting
changes proposed by the Scientific Commission.

In response to a Member Countries' request for clarification on the use of the term ‘flagging’ in
Article 15.1.27., the Code Commission provided the following reference: “CO, flagging - an
improved method for the collection of questing ticks’. Gherman CM, A Mihalca AD, Dumitrache
MO, Gydrke A, Oroian I, Sandor M and Cozma V (2012). Parasit Vectors. 2012 Jun 21; 5:125. doi:
10.1186/1756-3305-5-125.

Therevised Chapter 15.1. is attached at Annex 18 for Member Country comments and is proposed for
adoption at the 85th General Session in May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto this chapter.
Commentsareinserted in thetext of Annex 18.

Item 20 Draft new chapter on infection with porcine reproductive and respiratory syndrome

(Chapter 15.X.)

Comments were received from Argentina, Australia, Canada, Chile, China, Colombia, New Zealand,
USA, EU and AU-AIBAR.

In response to a Member Country’s comment on the General provisions, the Code Commission
reviewed the advice of the ad hoc Group experts that wild pigs have no significant epidemiological
role in the infection of PRRS in domestic pig populations, as well as the comment provided by the
Scientific Commission reconfirming such advice based on an EFSA publication
(http://www.ef sa.europa.eu/en/ef sgjournal/pub/239). Thus, it did not accept the request of the Member
Country to consider including wild pigs in the definition of PRRS. The Code Commission noted the
fact that an animal is susceptible does not imply automatically that such animal plays a significant
epidemiological role, and regretted that the comment was not supported by any scientific rationale.
Nevertheless, it reiterated that the lack of reference to a specific risk management measure in the Code
does not mean that measures cannot be taken so long as risk anaysis is conducted to justify such
measures.

The Code Commission did not accept a Member Country’s suggestion to delete ‘captive wild pig’
from the definition of the PRRS in the Genera provision, noting that ‘captive wild pig’ is, by
definition, under direct human supervision or control and as such may play a role comparable to
domestic pigs (see aso Item 19).

The Code Commission did not accept a Member Country’s suggestion to include ‘modified live
vaccin€ in Article 15.X.1., noting that such addition is unnecessary as a PRRS vaccine strain is
always derived from alive virus and the phrase ‘a different vaccine strain’ coversthis.

The Code Commission did not accept a Member Country’ s suggestion about point 4 of Article 15.X.1.
to add sentences that elaborate the existing condition, noting the comment by the Scientific
Commission that such a statement referring to control measures should not be a part of the definition
of infection. However, it modified the point to include maternally-derived immunity, as this is
considered relevant and would respond to another Member Country’ s comment.

Following a Member Country’s comment on the incubation period, after considering advice from the
Scientific Commission, the Code Commission deleted the sentence regarding infectivity, as it is
confusing and not used anywhere in the chapter.

After reviewing the rationales provided by some Member Countries (quoted below), the Code
Commission accepted their suggestion to include fresh meat in point 3 of Article 15.X.2., noting the
advice from the ad hoc Group and the Scientific Commission that there is no evidence of transmission
of the virus via fresh meat, and adding a reference to ‘ante- and post-mortem inspection’ consistent
with other chapters. The Code Commission, however, did not accept another suggestion to reinstate
‘blood by-products,” as such products are covered by meat by definition.
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"Fresh meat belongs to the list of safe commoadities. In addition, blood by-products which had
been on the list, should be reinstated to the list. The OIE ad hoc Group on PRRSV, as well as the
Scientific Commission and the European Food Safety Authority, had made the same
determination. In its 23-25 June 2015 report, the ad hoc Group on PRRSV notes that “The
experts agreed that based on their experience and on current scientific literature, there was no
evidence to suggest that meat, as defined in the Terrestrial Code, poses arisk for transmission of
PRRS virus.”, and should be considered as safe provided that they have been derived from pigs
that have passed ante- and post-mortem inspections in accordance with Chapter 6.2. It was also
noted that blood by-products were included in the definition of meat. Considering the
epidemiology of the disease, the Group concluded that these commodities as defined in the
Terrestrial Code, pose no additional risk for transmission of PRRS virus’.

Further, data from PRRSV free countries demonstrate the lack of additional risk through the legal
importation of pork and pork products from PRRSV positive countries. Since the late 1980's
when PRRSV was first observed in the EU, countries such as Sweden, Norway, Finland, and
Switzerland have remained PRRSV-free. Prior to 2002, the feeding of swill to pigs was legal in
al four countries. Indeed, during the 13 year period between 1990, when PRRSV became
established in the EU, and 2002, when the ban on swill feeding was implemented, the total
amount of pork imported into Sweden, Norway, Finland and Switzerland from PRRSV-positive
countries was more than 500,000 tons without a single PRRS outbreak linked to imported pork
products. The historical data supports the fact that the risk of introducing PRRSV through the
legal importation of fresh/chilled/frozen pork is virtually non-existent. Between 1990 and 2001,
New Zealand remained PRRSV free while importing more than 59,000 tons of pork from
PRRSV-positive countries, including between 1998 and 2001, a period in which there were no
restrictions on swill feeding and over 40,000 tons of pork were imported from PRRSV-endemic
countries, accounting for approximately 80% of total pork imports (Murray, Noel, and Howard
Pharo. 2006. "Import risk analysis. Porcine reproductive and respiratory syndrome (PRRS) virus
in pig meat." In Biosecurity New Zealand Ministry of Agriculture and Forestry. Wellington, New
Zealand). This additional evidence shows that these commodities present no risk.”

“The relevant scientific opinion of the European Food Safety  Authority
(http://www.efsa.europa.eu/en/efsajournal /pub/239) states that "Historically, pig meat from
PRRSv-infected countries has been imported into PRRSv free countries [...] over the past decade
without any evidence of dissemination of PRRSv. [...] Thus, there is to date no documented field
evidence to support or quantify the overall risk of importing PRRSv infected meat".

Indeed, there is no scientific information suggesting that fresh meat poses a risk of transmission
of PRRS under field conditions, and to date there is no evidence that trade in meat ever resulted in
the introduction or spread of PRRSv. As regards spread across countries and continents, the OIE
Manual chapter on PRRS rather states that "it is assumed these viruses were introduced through
the movement of swine or semen”; however potential transmission viameat is not mentioned.”

The Code Commission did not agree with a Member Country’s suggestion to add a specific time
period to Article 15.X.3., as such time period is captured in the point 4 of the same article, and also for
consistency with other chapters.

In-response to a Member Country’s comment, the Code Commission agreed to delete a phrase
concerning ‘capability’ from point 3 of Article 15.X.3., asit would not add any value in the design of
surveillance.

The Code Commission did not accept a Member Country’s proposal to amend the time period from 12
months to 24 monthsin point 5 of Article 15.X.3., as the use of live vaccine poses different risks from
the case of inactivated vaccine.

After examining a Member Country’'s proposal to amend point 7 of Article 15.X.3., the Code
Commission decided to delete the point 7 and modify the point 8, noting that the suggested point is
well covered by the point 8.

In response to a Member Country’s comment, the Code Commission agreed to delete the comma
between ‘herds and ‘followed’ in the first point of Article 15.X.4. to avoid contradiction, noting that
‘cleaning and disinfection’ is part of the * stamping-out policy’ by definition.

The revised Chapter 15.X. is attached at Annex 19 for Member Countries comments and is proposed
for adoption at the 85th General Sessionin May 2017.

OIE Terrestrial Animal Health Standards Commission/ September 2016



34

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto thisdraft new
chapter. Commentsareinserted in the text of Annex 19.

Item 21 Equine diseases

a)

High health-high performance (HHP) horses: Chapter 4.16.3. and review of report of ad
hoc expert Group on HHP Veterinary Certificates

In Article 4.16.3., the Code Commission deleted ‘under study’ and replaced the words “the
relevant OIE biosecurity guidelines’ with “the OIE Handbook for the Management of High
Health, High Performance Horses’, as the Handbook has been aready published on the OIE
website.

The Code Commission noted that it will further consider updating the existing chapters on
equine diseases to take into account proposals made by the ad hoc Group on HHP Veterinary
Certificates.

The revised Article 4.16.3. is attached at Annex 20 for Member Countries comments and is
proposed for adoption at the 85th General Sessionin May 2017.

EU comment

The EU supportsthe proposed changesto thisarticle.

b)

I nfection with Burkholderia mallei (Glanders) (Chapter 12.10.)

The Code Commission recalled that they had addressed all Member Countries comments at its
meeting in February 2016, except for the issue of surveillance for which they had requested
advice from the Scientific Commission to enable the inclusion of new text.

Comments were received from Australia, Canada, Chile, New Zealand, Singapore, Switzerland,
South Africa, Uruguay, USA, EU and AU-IBAR

A Member Country’s comment concerning the inability to differentiate infection with B. mallei
from infection with B. pseudomallei by the complement fixation test was referred to the
L aboratories Commission and Ol E Headquarters for advice.

Throughout the chapter, where appropriate, the Code Commission replaced ‘glanders’ with
‘infection with B. mallei’ in response to Member Countries' comments and for consistency with
the convention adopted for the naming of listed diseases.

In response to Member Countries comments the Code Commission added a clause to Article
12.10.2. crossreferencing Article 1.4.6. point 1 a) for historical freedom reguirements.

The Code Commission considered a Member Country’s suggestion of ‘passive surveillance for
glanders based on clinical observations and laboratory testing’ only, insufficient for
demonstration of zone or country freedom from infection with B. mallei.

On the basis of a recommendation from the Scientific Commission, the Code Commission
replaced 12 months with six monthsin Article 12.10.2. point 2 b).

In response to Member Countries comments and to align with standard Code format the Code
Commission renumbered Article 12.10.2. to make four points. In point 4 it replaced ‘ stamping
out’ as the point of reference with ‘after disinfection of the last infected establishment’ for
precision.

The Code Commission did not accept a Member Country’s suggestion that the word *including’
is unnecessary in Article 12.10.3. point 2.
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On the basis of advice from the Scientific Commission, the Code Commission did not accept a
Member Country’s suggestion to replace ‘6 months' with ‘12 months' in Article 12.10.3. point 4.

In answer to a Member Country’s comment that ‘a surveillance programme for infection with B.
mallei without a serological testing component is quite inadequate’, the Code Commission noted
that the current Manual chapter on glanders (adopted in May 2015) provides a table of fit-for-
purpose tests that enables a Member Country to design a surveillance programme.

The Code Commission agreed with a Member Country’s suggestion that the text ‘imported in
accordance with Article 12.10.5." is unnecessary in Article 12.10.4. point 2 for horses coming
from free countries.

The Code Commission did not agree with a Member Country’s suggestion to re-insert
‘prescribed’ in Article 12.10.4. point 2 b) because the Manual no longer categorises tests as
‘prescribed’ but describes them asfit for different purpose.

The Code Commission did not agree with a Member Country’s suggestion to delete point 2 of
Article 12.10.5. as points 1 and 3 alone provide insufficient risk mitigation.

The Code Commission did not agree with a Member Country’s proposa to re-instate text
proposed in September 2015 in Articles 12.10.6. and 12.10.7., as no evidence or rationale was
offered to support the re-instatement of the text.

In response to a Member Country’s comment questioning the relevance of the reference to
articles in Chapter 4.6. (which applies to bovine, small ruminant and porcine semen) in this
chapter, the Code Commission noted that the articles listed include relevant recommendations
for horses (and that Chapter 4.6. is proposed for revision).

In response to a Member Country’s.comment the Code Commission amended the language in
Article 12.10.7. point 3 for consistency with other chapters of the Code.

Following Member Countries’ comments suggesting that the article on surveillance (12.10.8.) be
reviewed again with the aim of providing more disease-specific standards for surveillance for
infection with B. mallei and the development of recommendations for defining a compartment
free from infection with B. mallei, the Code Commission received the requested information
from the Scientific Commission to support development of new articles on surveillance (Articles
12.10.8. and 12.10.9.) which have been inserted in the draft revised chapter.

In discussing the proposed revised Article 12.10.8. and new article 12.10.9., the Code
Commission did not agree to include the term ‘ compartment’ as the chapter contains provisions
for free country or free zone only.

After revising the Scientific Commission’s proposed phrase ‘ Estimate the distribution’, the Code
Commission included ‘surveillance should allow the estimation of the prevalence and the
determination of the distribution of the infection’.

In the section on serological surveillance, the Code Commission noted that the details in regards
to specific testing prescribed for this surveillance was aready included in the Manual and
therefore did not need be repeated in the Code chapter.

The revised Chapter 12.10. is attached at Annex 17 for Member Countries comments and is
proposed for adoption at the 85th General Sessionin May 2017.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto this chapter.
Commentsareinserted in thetext of Annex 17.

G. OTHERISSUES

Item 22 Update of the Code Commission’swork programme
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The Code Commission’ swork programme is attached at Annex 29 for Member Countries’ comments.

EU comment

The EU thanksthe OIE and supportsthe futurework programme of the Code
Commission.

Item 23 Other issues
a) Consideration on listing of chronic wasting disease (CWD) of cervids
A comment was received from New Zealand.
The Code Commission reviewed a Member Country’s comment regarding the possible listing of

CWD. It asked the Headquarters to further study that proposal and possibly gather expertise from
relevant epidemiol ogists who would assess the disease data against the criteria of Chapter 1.2.

EU comment

The EU would liketo inform the OI E that the Eur opean Food Safety Authority (EFSA)
iIsworking on a mandate from the European Commission on chronic wasting disease,
the outputs of which ar e expected to become available end of 2016 and end of 2017,
respectively. A copy of the EFSA mandate as available on the EFSA websiteis attached
for information. We will be happy to sharethe scientific opinions of EFSA with the OIE
oncethey are published.

b) Review of conclusions and recommendations adopted at the Fourth OIE Global
Conferenceon Veterinary Education

The Code Commission noted the recommendations adopted at the 2016 Global Conference on
Veterinary Education and congratulated the OIE on this conference, offering to remain at the
disposal of the OIE to help in regard to reviewing any follow up work required.

c) Datesof next meetings
The 2017 Code Commission meetings are scheduled for February 13-24, and September 18-29

inclusive (the September meeting dates are tentative upon confirmation from the Director
Generd).

Annexesy...
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Annex 4

GLOSSARY (PART A-AMENDMENTS)

EU comment

The EU thanks the OIE and in general supports the proposed changes to the glossary
presented in this part A of Annex 4. Comments are inserted in the text below.

ANIMAL HEALTH STATUS

means the status of a country or a zone with respect to an animal disease in accordance with the criteria

listed in the relevant disease-specific chapter or Chapter 1.4. of the Terrestrial Code dealing—with-the
disease.

CAPTIVE WILD [ANIMAL]

EU comment

The EU agrees with the proposal to place the word "animal" in square brackets in the
terms related to "wildlife" defined in the glossary. We note however that the
explanation given in the introduction of the report (last paragraph of p. 7) suggests the
word "animal" be replaced by the word "species', whereas this is not done in this part
A of Annex 4. Furthermore, "species' would not be the correct term when referring e.g.
to "birds" or "ruminants". Therefore, the term "taxon' is suggested as alternative.

means an animal that has a phenotype not significantly affected by human selection but that is captive or
otherwise lives under direct human supervision or control, including zoo animals and pets.

FERAL [ANIMAL]
means an animal of a domesticated species that now lives without direct human supervision or control.
INFECTION

means the entry and development or multiplication of an infeetious pathogenic agent in the body of
humans or animals.

INFESTATION

means the external invasion or colonisation of animals or their immediate surroundings by arthropods,
which may cause disease clinical signs or are potential vectors of infeetious pathogenic agents.

NOTIFICATION

means the procedure by which:

a) the Veterinary Authority informs the Headquarters,

b) the Headquarters inform the Veterinary Authority,

of the occurrence ef-an-outbreak of disease, er infection or infestation in accordance with Chapter 1.1.
PATHOGENIC AGENT

means an organism that causes or contributes to the development of a disease.

EU comment
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As explained in the EU comments on the proposed amended definition of disease (see EU
comment to Annex 5), there is a "dilemma" in the proposed definitions of '"pathogenic
agent' and "disease'. This could be solved by amending the above proposed new
definition of '""pathogenic agent" by replacing the word "disease' by the word
"pathology'. Indeed, the term "pathogenic agent" should rather be linked to
"pathology" than to "disease' (which according to the proposed amended definition can
include sub-clinical infections), as a pathological manifestation can be either clinical or
sub-clinical.

WILD [ANIMAL]

means an animal that has a phenotype unaffected by human selection and lives independent of direct
human supervision or control.

—  Text deleted.
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Annex 4 (contd)

GLOSSARY (PART A-DELETIONS)

EU comment

The EU supports the proposed deletions of glossary definitions presented in this part A'
of Annex 4.

—  Text deleted.
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Annex 4 (contd)

GLOSSARY (PART A-EDITORIAL)

EU comment

The EU supports the proposed editorial amendments to the glossary presented in this
part A'' of Annex 4.

ANIMAL HANDLER

means a person with a knowledge of the behaviour and needs of animals who, with appropriate
experience and a professional and positive response to an animal's needs, can achieve effective
management and good welfare. Competence should be gained through formal training ardfor practical
experience.

ANIMAL IDENTIFICATION SYSTEM

means the inclusion and linking of components such as identification of establishments or fowners, the
person{s} responsible for the animal{s), movements and other records with animal identification.

ANIMAL WELFARE

FLOCK

HERD

means how an animal is coping with the conditions in which it lives. An animal is in a good state of welfare
if (as indicated by scientific evidence) it is healthy, comfortable, well nourished, safe, able to express
innate behaviour, and if it is not suffering from unpleasant states such as pain, fear and distress. Good
animal welfare requires disease prevention and veterinary treatment, appropriate shelter, management,
nutrition, humane handling and humane slaughter and /killing. Animal welfare refers to the state of the
animal; the treatment that an animal receives is covered by other terms such as animal care, animal
husbandry, and humane treatment.

means a number of animals of one kind kept together under human control or a congregation of

gregarious wild animals. Fer-the—purposes—of-theTerrestrial-Code,—a A flock is usually regarded as an

epidemiological unit.

means a number of animals of one kind kept together under human control or a congregation of

gregarious wild animals. Fer-the-purpeses—of-theTerrestrial-Code—a A herd is usually regarded as an

epidemiological unit.

INCUBATION PERIOD

means the longest period whieh-that elapses between the introduction of the pathogen into the animal and
the occurrence of the first clinical signs of the disease.

INTERNATIONAL VETERINARY CERTIFICATE

means a certificate, issued in accordance with Chapter 5.2., describing the animal health and/er public
health requirements whiech that are fulfilled by the exported commodities.

KILLING

means any procedure which that causes the death of an animal.

OFFICIAL VETERINARIAN
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means a veterinarian authorised by the Veterinary Authority of the country to perform certain designated
official tasks associated with animal health and/or public health and inspections of commodities and, when
appropriate, to certify in accordance with Chapters 5.1. and 5.2.

QUARANTINE STATION

means an establishment under the control of the Veterinary Authority where animals are maintained in
isolation with no direct or indirect contact with other animals, to ensure that there is no transmission of
specified pathogen{s) outside the establishment while the animals are undergoing observation for a
specified length of time and, if appropriate, testing and or treatment.

RESPONSIBLE DOG OWNERSHIP

means the situation whereby a person {(as-defined-abeve} accepts and commits to perform various duties
in accordance with the legislation in place and focused on the satisfaction of the behavioural,
environmental and physical needs of a dog and to the prevention of risks (aggression, disease
transmission or injuries) that the dog may pose to the community, other animals or the environment.

SAFE COMMODITY

means a commodity which that can be traded without the need for risk mitigation measures specifically
directed against a particular listed disease, infection or infestation and regardless of the status of the
country or zone of origin for that disease, infection or infestation.

SLAUGHTER
means any procedure whieh-that causes the death of an animal by bleeding.
STUNNING

means any mechanical, electrical, chemical or other procedure which that causes immediate loss of
consciousness; when used before slaughter, the loss of consciousness lasts until death from the slaughter
process; in the absence of slaughter, the procedure would allow the animal to recover consciousness.

—  Text deleted.
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Annex 5

GLOSSARY (PART B)

EU comment

The EU thanks the OIE and in general supports the proposed changes to the glossary
presented in this part B of Annex 5. Comments are inserted in the text below.

CONTAINMENT ZONE

means an_infected defined zone areund-and in_a previously free country or zone, in which are included
mmdes_meluemg all w suspected or and cmmmwmmd
i A iens; and where

movement control! bii gsggg Qé gng san ngg measures %am to prevent the spread of,_and
to eradicate, the infection disease are-applied.

EU comment

The EU suggests inserting the words ""defined within'" and delete "in'" before the words
""a previously free country or zone' (for the sentence to read ""means an infected zone
defined within a previously free country or zone, [...]""). This would clarify both that the
zone is well defined, and is within the previously free country or zone.

Furthermore, the EU does not support replacing the word "infection' with "disease"
(see EU comment on the definition of "disease' in Part B' of this Annex 5 for rationale).

It is not clear what is meant by "suspected outbreaks'. To avoid any confusion, it would
be easier to say the following: "|[...] zone, which ineludes contains all susceptible animals
in which the infection is suspected and or confirmed eutbreaks, and where [...]"

In addition, the aim of setting up a containment zone could be emphasised by replacing
the words '"'to prevent the spread of, and to eradicate, the disease' by "with the aim of
eradication" . Indeed, the concept of eradication encompasses prevention of spread.

Finally, "movement control" should be plural ("'movement controls') (syntax).

FREE ZONE

means a zone in which the absence of a _specific the disease—infection-or-infestation under-consideration
|n an animal oooulat/on has been demonstrated by in accordance with accordance with the reIevant reqmrements speemed

EU comment

The EU does not support deleting the words ", infection or infestation' (see EU
comment on the definition of "disease'" in Part B' of this Annex 5 for rationale).

INFECTED ZONE

QFOVISIonS of the relevant chagters of the Terrestr/al Code

EU comment
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The comma after "means'" should be removed (syntax).

Furthermore, the word "diagnosed" should be replaced by the word "confirmed".
Indeed, "confirmed' is more appropriate as it will require the identification of a
pathogen(s), whereas "diagnosed" could have been done on clinical signs.

Finally, since this would usually refer to one specific disease, the word "chapters' in the
second half of the sentence should be used in singular.

For more clarity, the sentence could thus be reworded as follows:

"means; a zone either in which a disease has been confirmeddiagnesed, or one that does
not meet the disease freedom provisions of the relevant chapters of the Terrestrial
Code."

PROTECTION ZONE

means a zone established to protect the-health-status ef-animals-in a free country or free zone, from these
in the entry or spread of a pathogen from an ad|acent country or zone of a dn‘ferent an/mal health status
usmg blosecur/tv a_d san/tarv measures ba y

EU comment

In the second line of the definition above, the EU suggests replacing the word pathogen
by " Pathogenic agent'. Indeed, this would be consistent with the new definition of
"Pathogenic agent " proposed in Part A of Annex 4.

ZONE/REGION

means a clearly defined part ef-a-territory of a country containing an animal population or subpopulation
W|th a ehstmet M health status with respect to a spec—me d/seasewﬂfeewkmh

EU comment

The EU does not support deleting the words ", infection or infestation' (see EU
comment on the definition of "disease'" in Part B' of this Annex 5 for rationale).

Furthermore, the word "clearly" is superfluous and should be deleted. Indeed, it is
enough to say that the zone is defined. However, it should be stated who defines the
zone, and that this should be documented. The EU therefore suggests adding the
following sentence (in analogy with the corresponding proposal of the Aquatic Animals
Commission):

h zones ar ment the Veterinary Authorit

—  Text deleted.
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Annex 5 (contd)

GLOSSARY (PART B')

EU comment

The EU in general supports the proposed changes to the glossary presented in this part
B' of Annex 5. However, comments are inserted in the text below.

COMPARTMENT

means an animal subpopulation contained in one or more establishments under a common biosecurity
management system with a distinet specific health status with respect to a speeific disease or speeific
diseases for which required surveillance, control and biosecurity measures have been applied for the
purpose of disease prevention and control or international trade.

EU comment

While in principle supporting the proposed changes to the definition of compartment
above, the EU notes that "disease control" would apply only for a zone, not for a
compartment. Indeed, the word "control" implies that the disease could be present in a
compartment, which would go against the purpose of compartmentalisation where
management, biosecurity and surveillance practices are used to prevent the introduction
of a disease in the compartment with a view to attain a distinct health status to facilitate
trade. This should therefore be addressed in the avbove definition. (Reference is also
made to the EU comment on Article 4.3.1. in Annex 21).

DISEASE

means the a clinical or non-clinical pathelegical-manifestation-of infection or infestation.

EU comment

The EU does not agree with the amendment of the definition of disease as proposed.
Indeed, that change would result in the equipollence of the definitions of "disease" and
"infection'". This would be in contradiction with classical concepts of epidemiology,
whereby an infection with a pathogenic agent not always leads to disease (i.e., clinical
signs or pathological manifestation).

Furthermore, the definition as proposed would be far too wide. Indeed, even when
considering the proposed amendment of the definition of "infection" (restricting it to
pathogenic agents) and the proposed new definition of "pathogenic agent" (organism
that causes [...] a disease), ""disease' would precisely include all infections with non-
pathogenic organisms (including commensals, saprophytes and the gut microbiome), as
these would meet the definition of a pathogenic agent (i.e., including organisms that
cause non-clinical disease). This can hardly be the intention of the OIE.

In addition, as a consequence, the whole OIE Code would need to be revised, starting
with the title of Chapter 1.3. which as it now stands would become tautological. This
significant task would need to be done concurrently, i.e. the amendment of the definition
and all consequent changes throughout the Code would need to be done at the same
time.
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Consequently, the EU does not support replacing the word "infection" with "disease"
nor the deletion of "infection and infestation" in the amended definitions of Part B of
this Annex 5 (see EU comments there).

A possible solution would be to restrict the new definition of '"pathogenic agent" to real
pathogens, e.g. by inserting the word '"pathogenic'" before the word "organism".
Another option would be to replace the word "disease' by "pathology" in that
definition (see the EU comment on the proposed new definition in part A of Annex 4).
This would solve the dilemma of non-pathogenic organisms causing non-clinical disease
being included.

VACCINATION

means the successfulimmunisation administration of a_vaccine j
administration in accordance with the manufacturer's instructions and the Terrestrial Manual, where when

relevant, ef-a-vaccine-comprising-antigens-appropriate-to-the inducing immunity in an animal or group of
animals against one or several diseases to-be-controlled.

EU comment

The EU in general supports the proposed amendments to the definition of vaccination.
However, from the wording ("'administration of a vaccine [...] inducing immunity [...]")
it remains unclear whether only "successful" acts of vaccination are to be covered by the
definition (i.e., administration of vaccine that indeed induces immunity), and thus
"unsuccessful" ones are excluded (e.g., immunocompromised animals in which the
administered vaccine does not induce immunity). The definition should preferably be
more explicit on this.

Indeed, "vaccination" per se has nothing to do with the outcome of the injection, it is
simply the act of administration of the vaccine. That is why "vaccination coverage' only
refers to the percentage of animals from the total that were administered the vaccine.
However, in order to assess the "success' of the vaccination, it is necessary to check for
post-vaccination immunity which checks the effect of the vaccination. This will show
whether the cold chain worked or whether there are immune-supressed animals or
whether the antigen used in the vaccine had sufficient match with the circulating field
strain etc.

Furthermore, the EU suggests inserting the words "or national legislation' after the
words ""the Terrestrial Manual "'. Indeed, national legislation sometimes prescribes a
different vaccination schedule than the manufacturer.

In addition, the EU suggests replacing the word "diseases' at the end of the definition
by "pathogenic agents" (consistency with the new definition proposed in Part A of
Annex 4).

Finally, the EU suggests adding the words "or antigenic variants of the target pathogen"
after the words "against one or several diseases". Indeed, vaccination is not only to

control diseases, but also to prevent (prophylactic vaccination) or simply to protect an
individual animal against possible risks, in which case the health status of the country
(for example infected with rabies) is not at all affected.
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Annex 6

CHAPTER 1.2.

CRITERIA FOR THE INCLUSION OF DISEASES,
INFECTIONS AND INFESTATIONS IN THE OIE
LIST

EU comment

The EU thanks the OIE and supports the proposed change to this article.

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

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

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

The requirements for notification are detailed in Chapter 1.1.

Principles and methods of validation of diagnostic tests are described in Chapter 1.1.5. of the Terrestrial Manual.

[Article 1.2.2.]

—  Text deleted.
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Annex 7

CHAPTER 1. 3.

DISEASES, INFECTIONS AND INFESTATIONS
LISTED BY THE OIE

EU comment

The EU thanks the OIE and supports the proposed changes to this chapter.

Preamble
The following diseases, infections and infestations in this chapter are have been assessed in accordance with
Chapter 1.2. and constitute ineluded-in the OIE list of terrestrial animal diseases.

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

[Article 1.3.1.]
[...]

[Article 1.3.9.]

—  Text deleted.
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Annex 8

CHAPTER 2.X.

CRITERIA APPLIED BY THE OIE FOR
ASSESSING
THE SAFETY OF COMMODITIES

EU comment

The EU in general supports the proposed changes to this draft new chapter. Comments
are inserted in the text below.

Article 2.X.1.

General provisions

For the purposes of this chapter the word ‘safety’ is applied only to animal and human health considerations for listed
diseases.

In many disease-specific chapters, Article X.X.2. lists animal produets commodities that can be traded from a
country or zone regard| f i with re notfree-from the specific listed disease. The criteria for their
inclusion ef-animal preduects in the list of safe commodities are based on the absence of the pathogenic agent
in the traded animal—products commodity, either due to its absence in the tissues from which the anrimal
products commodity are is derived or to its inactivation by the processing or treatment that the animal products
have undergone.

EU comment

Use of the reference to Article X.X.2. in the paragraph above might lead to confusion, as
there is no Article X.X.2. in the Terrestrial Code. It would be preferable to use a clear
reference instead, i.e. by replacing the words "Article X.X.2." by the words "the second
article", or to explain what is meant by "X.X.2.".

The assessment of the safety of the animal-products commodities using the criteria relating to processing or
treatment can only be undertaken when processing or treatments are well defined. It may not be necessary
to take into account the entire process or treatment, so long as the steps critical for the inactivation of the

pathegen pathogenic agent of concern are considered.

It is assumed expected that processing or treatment (i) uses standardised protocols, which include the steps
considered critical in the inactivation of the pathogenic agent of concern; (ii) is conducted in accordance with
Good Manufacturing Practices; and (iii) that any other steps in the treatment, processing and subsequent
handling of the animal product do not jeopardise its safety.

Article 2.X.2.
Criteria

For an animal product to be considered a safe commodity for international trade, it should comply with the
following criteria:

1) There is strong evidence that the pathogenic agent is not present in the tissues from which the animal
product is derived at-a in an amount eencentration dose able to cause infection in a human or animal by a
natural exposure route. This evidence is based on the known distribution of the pathogenic agent in an
infected animal, whether or not it shows clinical signs of disease.
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OR

2) If the pathogenic agent may be present in, or may contaminate, the tissues from which the animal product
is derived, the standard processing or treatment normally applied to produce the animal—product
commodity to be traded, while not being specifically directed at this patheger pathogenic agent, inactivates

the-pathegen it to the extent that possible infection of a human or animal is prevented through its action,
which is:

EU comment

Use of the word ""normally" in the paragraph above could give rise to
misunderstandings or uncertainties. Indeed, it could be understood that the treatment
would usually be applied to the commodity, but that there could be exceptions. It would
however be important to clearly state that the treatment should always be applied. One
option could be to simply deleted the word '""normally".

a) physical (e.g. temperature, drying, irradiation);
or

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

or

c¢) biological (e.g. fermentation);

or

d) acombination of a) to ¢) above.

—  Text deleted.
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Annex 9

CHAPTER 5.3.

OIE PROCEDURES RELEVANT TO THE AGREEMENT
ON THE APPLICATION OF SANITARY AND
PHYTOSANITARY MEASURES OF THE WORLD

TRADE ORGANIZATION

EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter. A
comment is inserted in the text below.

Article 5.3.1.

The Agreement on the Application of Sanitary and Phytosanitary Measures and role
and responsibility of the OIE

The Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement) specifically
encourages the Members of the World Trade Organization to base their sanitary measures on international
standards, guidelines and recommendations, where they exist. Members may choose to implement sanitary

measures more stringent adopt-a-higherlevel-of protection than thatprovided-by those in international standards,
texts if these are deemed necessary to orotect animal or human health and are SC|ent|f|caIIv |ust|f|ed bv a r/sk
analysis there-is-a-seientific-justification
considered—to—be—inapprepriate. In such cwcumstances Members aFe—subjeet—te—ebl@ahens—relatmg—te—Hsk
assessment-and-to should adopt a consistent approach ef to risk management.

In-erderto To promote transparency, Fhe the SPS Agreement, in Article 7, obliges WTO Members to notify
changes in, and provide relevant information on, sanitary measures which that may, directly or indirectly, affect
international trade.

The SPS Agreement recognises the OIE as the relevant international organisation responsible for the
development and promotion of international animal health standards, guidelines, and recommendations affecting
trade in live animals and animal products.

Article 5.3.2.

Introduction ea to the judgement determination of the equivalence of sanitary
measures

The importation of animals and animal products involves a degree of risk to the animal health-status and human
health status ef in an importing country. The estimation of that risk and the choice of the appropriate risk
management option{s) are made mere difficult by differences among the animal health management systems and
animal production systems in Member Countries. However, l-is-rowrecognised-that-significantly different animat
health-and-production systems and measures ean—provide ma¥ achieve equwalent animal and human health
protection for the purposes of international trade—wi e y

country.

Fhese The recommendations in_this chapter are intended to assist Member Countries to determine whether
sanitary measures arising from different animal-health-and-production systems may-provide achieve the same
level of animal and human health protection. They discuss principles which—might that may be utilised in a
judgement determination of equivalence, and outline a step-wise process for trading partners to follow in
determining facilitating-a-judgement-of equivalence. These provisions are applicable whether equivalence applies
atthelevel-of fo specific measures or on a systems-wide basis, and whether equivalence applies to specific areas
of trade or commodities, or in generally general.
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Article 5.3.3.

General considerations on the Judgement determination of the equivalence of
sanitary measures

Before trade in animals or their products may occurs, an importing country must be satisfied assured that its
animal health—status and human health will be appropriately protected. In most cases, the risk management
measures adopted drawn—up will rely in part on judgements made about the animal health management and
animal production system{s} in the exporting country and the effectiveness of sanitary measures precedures
applied undertaken there. Systems operating in the exporting country may differ from those in the importing
country and from those in other countries with which the importing country has traded. Differences may be with
respeetio in infrastructure, policies andfor operating procedures, laboratory systems, approaches to control of the
pests-and diseases present, border security and internal movement controls.

EU comment

The EU reiterates its previous comments that for linguistic and clarity reasons, the word
"its" before "animal and human health" be deleted in the paragraph above.
Alternatively, the word "status' should be reinserted and placed after '"human health".

Indeed, a country's health status can be protected, or health in general (in that country),
but not "its health", as a country does not have health.

are ggng@g ed gg;yvglgng Beneﬂts of applymg equwalence may mclude

1) minimising costs associated with international trade by tailering allowing sanitary measures to be tailored
animalthealth-measures to local circumstances;

2) maximising animal health outcomes for a given level of resource input;
3) facilitating trade by achieving the required health protection through less trade restrictive sanitary measures; and

4) decreased reliance on relatively costly commaodity testing and isolation procedures in-bilateral-or-multilaterat
agreements.

The Terrestrial Code recognises equivalence by recommending alternative sanitary measures for many diseases,

infections and infestations pathegenieagents. Equivalence may be gainred-achieved, for example, by enhanced

surveillance and monitoring, by the use of alternative test, treatment or isolation procedures, or by combinations

of the above. To facilitate the judgement determination of equivalence, Member Countries should base their
sanitary measures on the OIE standards; and guidelines and-recommendations-of the-OIE.

H{-is—essential-to—apply—a—seientific Member Countries should use risk analysis to the—extent-practicable—in
establishing the basis for a judgement determination of equivalence.

Article 5.3.4.

Prerequisite considerations in—a Jjudgement for the determination of equivalence
1)  Application of risk assessment

Application-of-the-discipline—of risk Risk assessment provides a structured basis for judging equivalence
among different sanitary measures as it allows a comparison elose-examination-to-be-made of the effect of

a measure{s) on a particular step{s} in the importation pathway,—and-therelative with the effects of a
proposed alternative measure{s) en-the-same-orrelated-steps.

A judgement determination of equivalence should reeds—te assess compare the effectiveness of the

sanitary measures in-terms-of-its-effectiveness against regarding the particular risk or group of risks against
WhICh it the—measum is ; ey are de3|gned to protect Sueh—an—assessment—may—melude—tkm—feﬂewmg

2) Categorisation of sanitary measures

Proposals for equivalence may be-in-terms—of-a-measure-comprising consider a single component ef-a

measure (e.g. an isolation or sampling procedure, a test or treatment requirement, a certification procedure)
or multiple components (e.g. a production system for a commodity) of a measure, or a combination of

measures. Multiple-compeonents-or-combinations-of measures-Measures may be applied consecutively or
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concurrently.

Sanitary measures are these described in each the disease-specific chapter of the Terrestrial Code which
are—used for % to manag e risks Fedaetlen—qu—aice—appmpnate—ieppmum Qosed b¥ that diseases;

For the purposes of judging determining equivalence, sanitary measures can be broadly categorised as:

a) infrastructure: including the legislative base (e.g. animal health law) and administrative systems (e.g.

organisation of Veferinary Services national—and—regional—animalhealth—authorities,—emergency
response-organisations);

b) programme design andfimplementation: including documentation of systems, performance and
decision criteria, laboratory capability, and provisions for certification, audit and enforcement;

c) specific technical requirement: including requirements applicable to the use of secure facilities,
treatment (e.g. retorting of cans), specific test (e.g. ELISA) and procedures (e.g. pre-export inspection).

A sanitary Sanitary measure{s) proposed for a judgement determination of equivalence may fall into one or
more of these categories, which are not mutually exclusive.

In some cases, h meth for pathogen inactivation, a comparison of specific technical
requirements may suffice. In many instances, however, ajudgement-as-to assessment of whether the same
level of protection is-likely-to will be achieved may only be able-te-be determined through an evaluation of
all relevant components of an exportmg country's an/mal health manaaement svstems and anlmal

Article 5.3.5.

Principles for judgement determination of equivalence

- judgement-Determination of the equivalence of sanitary measures

should be based on application of the following principles:

1)

an importing country has the right to set the level of protection it deems appropriate {its-ALOP} in relation to
human and animal life and health in its territory; this ALOP. may be expressed in qualitative or quantitative
terms;

the importing country should be able to describe the reason for each sanitary measure i.e. the level of
protection intended to be achieved by application of the identified measure against a hazard risk;

an importing country should recognise that sanitary measures different from the ones it has proposed may
be capable of previding achieving the same level of protection, in particular, it shoul nsider the existen
of specified disease-free zones or compartments, and of safe commodltles

the importing country should, upon request, enterinto-consultations consult with the exporting country with
the aim of facilitating a judgement determination of equivalence;

any sanitary measure or combination of sanitary measures can be proposed for judgement determination of
equivalence;

an interactive process should be followed that applies a defined sequence of steps, and utilises an agreed
process for exchange of information, so as to limit data collection to that which is necessary, to minimise
administrative burden, and fo facilitate resolution of claims;

the exporting country should be able to demonstrate objectively how the alternative sanitary measure{s)
proposed as equivalent will provide the same level of protection;

the exporting country should present a submission for equivalence in a form that facilitates judgement
determination by the importing country;

the importing country should evaluate submissions for equivalence in a timely, consistent, transparent and
objective manner, and in accordance with appropriate risk assessment principles;
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10) the importing country should take into account any knowledge of and prior experience with the Veterinary
Authority or other Competent Authority of the exporting country;

10bis)

11) the exporting country should provide access to enable the procedures or systems which that are the
subject of the equivalence judgement determination to be examined and evaluated upon request of the
importing country;

12) the importing country should be the sole determinant judge of equivalence, but should provide to the
exporting country a full explanation for its judgement;

13) to facilitate a judgement determination of equivalence, Member Countries should base their sanitary
measures on relevant OIE standards and guidelines, where these exist. However, they may choose to
implement more stringent sanitary measures if these are scientifically justified by a risk analysis;

14) to allow the judgement determination of equivalence to be reassessed if necessary, the importing country
and the exporting country should keep each other informed of significant changes to infrastructure, health
status or programmes which that may bear on the judgement determination of equivalence; and

15) appropriate technical assistance from an importing country, following a sheuld-give-pesitive-consideration-te
a request by an exporting develeping country, for-appropriate-technical-assistance-that-would may facilitate

the successful completion of a judgement determination of equivalence.
Article 5.3.6.
Sequence of steps to be taken in judgement determination of equivalence

There is no single sequence of steps which that must should be followed in all judgements determinations of
equivalence. The steps that trading partners choose will generally depend on the circumstances and their trading
experience. Nevertheless, Fhe-the interactive sequence of steps described below may be useful for assessing
any all sanitary measures irrespective of their categorisation as infrastructure, programme design/ and
implementation or specific technical requirement components of an animal health managemen tem or and
animal production system.

This sequence assumes that the importing country is meeting its obligations under the WTO SPS Agreement and
has in place a transparent measure based either on an international standard or a risk analysis.

Recommended steps are:

1) the exporting country identifies the measure{s) for which it wishes to propose an alternative measure{s); and
requests from the importing country a reason for its sanitary measure in terms of the level of protection
intended to be achieved against a hazard(s) risk;

2) the importing country explains the reason for the measure{s); in terms that whieh would facilitate comparison
with an alternative sanitary measure{s) and consistent with the principles set out in these provisions;

3) the exporting country demonstrates the case for equivalence of an alternative sanitary measure(s) in a form
whiech that facilitates evaluation analysis by an importing country;

4) the exporting country responds to any technical concerns raised by the importing country by providing
relevant further information;

5) judgement determination of equivalence by the importing country should takes into account as appropriate:
a) the impact of biological variability and uncertainty;

b) the expected effect of the alternative sanitary measure{s}-en-ali-relevant-hazards;

c¢) OIE standards and guidelines;
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Annex 9 (contd)

d) I ‘ tative f I I - bl I
gquantitative the results of a risk assessment;

6) the importing country notifies the exporting country of its judgement and its the-underlying reasons within a
reasonable period of time. The judgement:

a) recognition recognises of the equivalence of the exporting country's alternative sanitary measure(s),
or

b)  requests for further information; or

c) rejection rejects of the case for equivalence of the alternative sanitary measure{s);

7) an attempt should be made to resolve any differences of opinion over judgement of a case;-eitherinterim-or
finak; by using an agreed mechanism such as toreach-censensus—{e-g- the OIE informal procedure for
dispute mediation};-erby-referral-to-an-agreed-expert (Article 5.3.8.);

8) depending on the category of measures involved, the importing country and the exporting country may

informally acknowledge the equivalence or enter into a formal er—informal agreement of equivalence
agreement giving effect to the judgement era-less-formal-acknowledgement-of the-equivalence-of-aspecific
rmeasure(s)-may-suffice.

An importing country recognising the equivalence of an exporting country's alternative sanitary measure{s}-needs
to should ensure that it acts consistently with regard to applications from third countries for recognition of
equivalence applying to the same or a very similar measure(s}. Consistent action does not mean however that a
specific measure{s) proposed by several exporting countries should always be judged as equivalent because as a
measure{s) should not be considered in isolation but as part of a system of infrastructure, policies and
procedures, in the context of the animal health situation in the exporting country.

Article 5.3.7.

Sequence of steps to be taken in establishing a zone/ or—compartment and having it
recognised for international trade purposes

The terms ‘zone’ and ‘zoning’ in the Terrestrial Code have the same meaning as ‘region’, ‘area’ and
‘regionalisation’ in the SPS Agreement of the WTO.

Th lishmen "
free zone or a compartment is_described in Chaoter 4.3 and should be conS|dered bv tradln partners when

stabllshlng san/targ megsure§ for trade.

and—at—themberde#s—and—theﬁ%ng#stery— IFhe Feeemmended Recommended steps are:

1.  For zoning

a) The exporting country identifies a geographical area within its territory, which, based on surveillance, it
considers to contain an animal subpopulation with a distinct health status with respect to a specific
diseasefspecific-diseases, infection or infestation;based-en-surveillance.

b)  The exporting country describes in the biosecurity plan for the zone the measures which-are-being,-or
will-be; applied to distinguish such an area epidemiologically from other parts of its territory, in
accordance with the recommendations in the Terrestrial Code.

c) The exporting country provides:

i) the above information to the importing country, with an explanation of why the area can be
treated as an epidemiologically separate zone for international trade purposes;

ii)  access to enable the procedures or systems that establish the zone to be examined and
evaluated upon request by the importing country.

d) The importing country determines whether it accepts such an area as a zone for the importation of
animals and or animal products, taking into account:
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Annex 9 (contd)

e)

f

9)

i) an evaluation of the exporting country's Veterinary Services;

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

i) its own animal health situation with respect to the disease{s) concerned; and

iv)  other relevant OIE standards or guidelines.

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

i) recognition of the zone; or

i) request for further information; or

i) rejection of the area as a zone for international trade purposes.

An attempt should be made to resolve any differences over recognition of the zone—eitherin-the
interim—or—finally; by using an agreed mechanism te—+reach—eonsensus such as the OIE informal

procedure for dispute mediation (Article 5.3.8.).

The Veterinary Authorities of the importing and exporting countries should enter into an fermal
agreement recognising the zone.

2. For compartmentalisation

a)

b)

c)

d)

e)

Based on discussions with the relevant industry, the exporting country identifies within its territory a
compartment comprising an animal subpopulation contained in one or more establishments, er and
other premises operating under common management practices and related-te biosecurity plan. The
compartment contains an identifiable animal subpopulation with a distinct health status with respect to
a specific disease(s). The exporting country describes how this status is maintained through a
partnership between the relevant industry and the Veterinary Authority of the exporting country.

The exporting country examines the compartment’s biosecurity plan and confirms through an audit that:

i) the compartment is epidemiologically closed throughout its routine operating procedures as a
result of effective implementation of its biosecurity plan; and

ii)  the surveillance and monitoring programme in place is appropriate to verify the status of such a
subpopulation with respect to such the disease{s) in question.

The exporting country describes the compartment, in accordance with the—recommendations—in-the
Jerrestrial-Code Chapters 4.3. and 4.4.

The exporting country provides:

i) the above information to the importing country; with an explanation of why such a subpopulation can
be treated as an epidemiologically separate compartment for international trade purposes; and

i) access to enable the procedures or systems that establish the compartment to be examined and
evaluated upon request by the importing country.

The importing country determines whether it accepts such a subpopulation as a compartment for the
importation of animals or and animal products, taking into account:

i) an evaluation of the exporting country's Veterinary Services;

ii)  the result of a risk assessment based on the information provided by the exporting country and
its own research;
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9)

h)

Annex 9 (contd)

iii)  its own animal health situation with respect to the disease{s) concerned; and

iv)  other relevant OIE standards or guidelines.

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

i) recognition of the compartment; or
ii)  request for further information; or

iii)  rejection of such a subpopulation as a compartment for international trade purposes.

An attempt should be made to resolve any differences over recognition of the compartment—eitherin
the-interim—orfinally; by using an agreed mechanism to—reach-consensus such as the OIE informal
procedure for dispute mediation (Article 5.3.8.).

The Veterinary Authorities of the importing and exporting countries should enter into an formal
agreement recognising the compartment.

Article 5.3.8.

The OIE informal procedure for dispute mediation

OIE shall maintaing its—existing a voluntary in-house mechanisms for assisting Member Countries to resolve
differences. In-house procedures that whieh will apply are that:

Both parties agree to give the OIE a mandate to assist them in resolving their differences.

If considered appropriate, the Director General of the OIE recommends an expert, or experts, and a

chairman, as requested, agreed by both parties.

Both parties agree on the terms of reference and working programme, and to meet all expenses incurred by

the OIE.

The expert or experts are entitled to seek clarification of any of the information and data provided by either
country in the assessment or consultation processes, or to request additional information or data from
either country.

The expert or experts shall submit a confidential report to the Director General of the OIE, who will then
transmits it to both parties.

Text deleted.
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Annex 10

DRAFT CHAPTER 6.X.

PREVENTION AND CONTROL OF SALMONELLA
IN COMMERCIAL CATTLE PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE and in general supports the proposed changes to this draft new
chapter. Comments are inserted in the text below.

Article 6.X.1.

Introduction

Nontyphoidal salmonellosis is one of the most common food-borne bacterial diseases in the world with
Salmonella Enteritidis and S. Typhimurium (including monophasic variants) being the predominant serotypes
identified in humans in most countries. S. Enteritidis is primarily associated with Doultrv while S. Tvohimurium

g¥ be p g§gnt in many mgmmgllgn and avian hosts. Ln—aeldmen—a ver. I th r
i In in

As-is-the-case-in—most-food-producing—animals—Salmonella infection in cattle is mostly subclinical, although

clinical disease such as enteritis, septicaemia or abortion ear may occur. Subclinical infection, ean-be-of-variable
duration including a carrier state, can be of variable duration and can play an important role in the spread of
Salmonella within and between herds and pose a public health risk.

Herd size and stocking density may influence the #isk likelihood of introduction, dissemination or persistence of
Salmonella; however, this is also dependent on geographical region, husbandry and other factors such as
season and age.

Salmonella serotypes and their prevalence in cattle may vary considerably within and between farms, countries
and regions. It is important for Veterinary Authorities and the producers to consider serotypes of Salmonella, their
occurrence and the disease burden in cattle and human populations if when they developirg and implementing
strategies for the prevention and control of Salmonella in commercial cattle production systems.

Article 6.X.2.

Definitions

For the purposes of this chapter:

Commercial cattle production systems: means those systems where in which the purpose of the operation
includes some or all of the following; breeding, rearing and management of cattle for the production of meat and

meat-products or milk and-miltk-produets.

Intensive cattle production systems: means commercial systems where in which cattle are in confinement and
are fully dependent on humans to provide for basic animal needs such as food, shelter and water on a daily basis.

Extensive cattle production systems: means commercial systems where in which cattle have the freedom to
roam outdoors, and where the cattle have some autonomy over diet selection (through grazing), water
consumption and access to shelter.

Feed: means any material (single or multiple), whether processed, semi-processed or raw, which is intended to
f irectl rrestrial animal:
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Article 6.X.3.

Purpose and scope

Fhe-purpese-of-this-This chapter is-te provides recommendations for the prevention and control of Salmonella in
commercial cattle production systems in order to reduce the burden of disease in cattle and the risk of human
illness through food-borne contamination as well as human infections resulting from direct or indirect contact with

infected cattle{e-g—viafaeces-or-abortion-material).

This chapter applies to cattle (Bos taurus, B. indicus, B. javanicus and B. grunniens), water buffaloes (Bubalus
bubalis) and weed bison (Bison bison and B. bonasus) kept in commercial cattle production systems.

EU comment

There seems to be a serious issue concerning the use of the term "cattle" in the OIE
Code. Indeed, the term is used in most of the disease specific chapters of Section 11, and
many other parts of the Code, however is often not defined at all or sometimes defined
with a varying list of species for the purpose of a particular chapter (for example, the list
of species in Article 8.4.1. [Brucellosis] includes B. frontalis in addition to all the species
mentioned in the paragraph above, while Article 11.4.1. [BSE] only includes B. taurus
and B. indicus in the definition of "cattle"). Yet other chapters do not use the term
"cattle" at all but speak only of ""bovids'" (for example Chapter 11.7. on CBPP).

The EU, while in principle not disagreeing with the proposed change to the paragraph
above, would suggest the OIE review the use of the term "cattle" throughout the Code,
both for clarity and consistency. Furthermore, there also seems to be a translation issue
with that term, as it is not translated consistently in the French and Spanish versions of
the Code. Perhaps a uniform glossary definition of that term would be a possible
solution.

This chapter should be read in conjunction with the Codex Alimentarius Code of Hygienic Practice for Meat
(CAC/RCP 58-2005), and—the—Codex—Alimentarius Code of Hygienic Practice for Milk and Milk Products
(CAC/RCP 57-2004), Code of Practice of Good Animal Feeding (CAC/RCP 54-2004), and the Guidelines for the
Control of Nontyphoidal Salmonella spp. in Beef and Pork Meat (CAC/GL 87-201 and the
OIE/FAQO Guide to Good Farming Practices for Animal Production Food Safety.

Article 6.X.4.
Objectives of prevention and control measures

H-isrecommended-that Prevention prevention and control measures be may focus feeused on those serotypes of
Salmonella of greatest consequence to cattle er and public health. Th m res will al ntribute to th

reduction of other serotypes.

EU comment

The EU thanks the OIE for having taken our previous comment on the paragraph above
into account. However, for reasons of clarity and better understanding, we suggest
amending the second sentence above as follows:

"These Preventive measures for those serotypes will also contribute to the reduction of
other serotypes of Salmonella."
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1) reduce the prevalence and eencentration amount of Salmonella entering the slaughterhouse/abattoir and

therefore decrease the challenge to the slaughter and dressing procedures and the likelihood of bovine meat

contamination;
2) r the likelih f Salmonell ntamination in milk;
3) r Imonell ntamination of the environment vi le f; | wi which in turn will limit infection

f animals (including wildlife);

4) reduce the likelihood of infections in humans through contact with infected cattle or contaminated material or water.

EU comment

Even if only indirectly linked to cattle, an important cause of human salmonellosis are
vegetables contaminated with Salmonella from contaminated irrigation water. The EU
therefore suggests adding the words "including water for irrigation" at the end of point
4) above.

While control in the primary production phase can decrease the number of animals carrying or shedding

Salmonella, controls after primary production are also important to minimise the contamination and cross-
contamination of carcasses and meat products.

When appropriate, good farming practices and the principles of hazard analysis and critical control points
HACCP) shoul taken int nt when igning prevention an ntrol m r

EU comment

The EU does not support the paragraph above as proposed, and suggests amending it as
follows:

"When-appropriate;g Good farming practices and, where appropriate, the principles of
hazard analysis and critical control points (HACCP) should be taken into account when

designing prevention and control measures."

Indeed, good farming practices should always be taken into account, while HACCP is
more difficult to implement at primary production and should therefore only be
recommended where appropriate.

Articles 6.X.5. to 6.X.4416. provide recommendations for the prevention and control of Salmonella in commercial
cattle production systems. These recommendations may also have—beneficial-effects—on—the—oceurrence—of
contribute to the prevention and control of some other infections and-diseases.

Article 6.X.5.

Biosecurity

EU comment

The first sentence could benefit from being strengthened in order to even further stress
the importance of biosecurity to prevent and control Salmonella. The EU therefore
suggests the following wording:
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"Biosecurity is-intended-te-assist-with has a major role in prevention and control of
Salmonella."

The applicability of the measures, described below, will vary according to the type of commercial cattle production

1) location, design and management of the establishment;

2) veterinary supervision of cattle health;

man ment of the intr tion and mixing of cattle;

5) maintenance of records including data on cattle health, production, movements, feeding, medications,
vaccination, and mortality, and cleaning and disinfection of farm buildings and equipment;

6) availability of test results to the farm operator when Salmonella surveillance is conducted;

7) removal of unwanted vegetation an ris that Id attract or harbour ts aroun ttle premi
8) minimising the entry of wild birds in | ildin nd f r

9) cleaning and disinfection procedures for buildings in which cattle are handled or housed in accordance with

control of pests such as rodents and arthropods and regular assessment of effectiveness;

S

ntrol and hygienic pr res for entry and movement of persons and vehicles;

(S

=

storage and disposal of dead animals, bedding, faeces and other potentially contaminated farm waste in a

manner that minimises the likelihood of dissemination of Salmonella and prevents the direct or indirect
exposure of humans, livestock and wildlife to Salmonella. Particular care should be taken when cattle

bedding and faeces are applied to land used for horticultural crops intended for human consumption;

14) pr res for prevention of dissemination of Salmonella when an animal i it r known fi infected.

Article 6.X.56.

Location and design of cattle establishment

When making decisions on the location and design of cattle establishments, it is recommended that mitigation
reduction of the #sk likelihood of transfer of pathogens, including Salmonella, from major sources of
contamination be considered. Sources of Salmonella may include other livestock establishments or areas of
application or disposal of contaminated waste or effluent. Fransfer Other sources and vectors of Salmonella
between-establishmentsmay-inveolve-carriage-by incl vehicl ipment, water-cour: rsonnel
domestic animals, wild birds, rodents, flies and ether wildlife.

Htisrecommended-that the The design of intensive cattle production systems should consider the following:

1) management of faecal waste to minimise contamination of the establishment;
21) adequate drainage for the site and control of run-off water and untreated waste water;

2) use of materials for construction that facilitate effective cleaning and disinfection;
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43) control of the-peints-of entry and movement of vehicles, equipment and persons;
5) reventin ntamination of f nd water durin I nd distribution;

64) cattle handling and movements to minimise stress and spread of Salmonella infection;

75) separation of cattle according to likelihood of different infection with, or susceptibility to, Salmonella—+sk
status;

86) restriction of entry of domestic animals, w4/d birds, rodents, flies and other relevant wildlife.

In extensive cattle production systems, location and design options may be limited; however, applicable
biosecurity measures should be considered.

grTE £ e

L

Article 6.X.7.

Management of cattle introductions

EU comment

In line with the Salmonella chapter for pigs, we suggest inserting the following as the
first sentence in this article:

"Introduction of cattle into a herd is an important risk factor for introducing
mon ially from infected farms or from farms of unknown status in

moderate and high prevalence regions.".

To minimise the sk likelihood of introducing Salmonella through cattle introductions;-itis-recemmended-that:
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1)  Fhere-be good communication within the cattle industry should be encouraged to raise awareness of the

fisk likelihood of introducing Salmonella through cattle introductions-;

3) the-introduction-of new genetic material should be introduced through the use of semen and embryos be
whenever practicable;

43) if possible, cattle should be sourced directly from herds of origin because live animal markets or other
places where cattle from multiple properties are mixed for resale may increase the risk likelihood of spread
of Salmonella and other infestions infectious agents among cattle-;

54) newly introduced cattle should be kept separate from the rest of the herd for a suitable period before mixing

with other cattle, e.g. four weeks-;

6) where when appropriate, testing of animals for Salmonella prior to introduction or mixing with other cattle
houl nsidered to inform nt control m res, for example, when intr in ttle of
unknown status.

Article 6.X.8.
On farm cattle management
To minimise reduce the risk likelih of transferring Salmonella among cattle-it-isrecommended-that:

1) cattle with suspected salmonellosis or otherwise sick should be separated from healthy cattle:;
2) care of healthy cattle should be carried out prior to care of cattle with suspected salmonellosis-;

3) priority should be given to the hygienic management of calving areas, for example keeping perinatal cattle
separated from sick cattle and maintaining a clean environment:;

4) cattle should be segregated according to age;

54) when possible, the ‘all-in-all-out’ principle for production cohorts should be used. In particular, the
unnecessary mixing of different age groups duringrearing, especially of calves, should be avoided:;

65) consideration should be given to the potential for between-herd transmission of Salmonella via breeding,
rearing and grazing of cattle from multiple sources on a single site, for example shared pasture, and heifer

rearing-_or sharing of bulls;

76) consideration should be given to the potential for between-herd transmission of Salmonella through direct
contact between cattle across boundary lines or indirectly, for example through contamination of water
courses.

Article 6.X.9.
Feed—and waterFeed and feed ingredients

4+ Compoundfeed Feedandfeed-ingredients

Feed and feed ingredients can be sources of Salmonella infection for cattle. For the
effective control of Salmonella itisrecommended-that:

la) Where—when appropriate, compound feed and feed ingredients should be produced, handled, stored,
transported and distributed according to Good Manufacturing Practices, considering Hazard Analysis
Critical Control Points (HACCP) principles and recommendations in accordance with Chapter 6.3.

N
L

Coempound-where practical, feed and feed ingredients should be transported, and stored and fed in a
hygienic manner that minimises contamination by manure and access by domestic animals, wild birds,
rodents and ether wildlife.

EU comment
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The EU suggests deleting the words "where practical" in point 2) above. Indeed, feed
should always be handled in a way so as to minimize contamination.

Article 6.X.10.

about /nfect/on of cattle with Salmonella from contamlnated water, measures should be taken to evaluate and
minimise the risk. For example sediment in water troughs may act as a reservoir for contamination. Where

practicable, untreated surface water should be avoided as a water source.

Article 6.X.3011.

Prevention, treatment and control Additional prevention and control measures
1) The immun f calves is im nt and therefor re shoul k nsure that new-born
v nsum moun f high li lostrum i ith Article 7.9.5. in

and Article 7.X.5. Raw milk from infected cows should not be fed to calves.

2)  Vaccination may be used considered as part of a Salmonella control programme. Vaccine production and
use should be in accordance with Chapter 1.1.6. of the Terrestrial Manual. The protective effect of vaccines

is generally serotype specific andfew-licensed-vaceines-are-availableforeattle and is influenced by factors
such as timing of vaccination in relation to exposure.

34) Beecause-conditions-sueh-as A number of conditions, for example liver fluke and infection with bovine viral
diarrhoea virus, may increase the susceptibility of cattle to Salmonella;;_therefore, control of these such
conditions is recommended.

4) tress may incri th tibility of cattle t Imonella. Management of potentially stressful situation
such as mixing of groups of cattle, may reduce the likelihood of clinical disease or shedding of Salmonella.

5)  Antimicrobial nts m ify normal flora in th nd incr the likelih f colonisation
Salmonella. In C|rcumstances when_antimicrobial aaents are considered necessary for the treatment of
cI|n|caI enteric salmonellosns thev should be used in accordance W|th Chaoter 6.9. w
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In addition, the relevant recommendations in Chapters 7.2., 7.3. and 7.4. apply.

Article 6.X.+213.
Lairage

Relevant aspects of lairage management include consideration of effective cleaning and disinfection between

groups, minimising mixing of separate—groups animals that have not continuously been kept together and
managing stress.

In addition, the relevant recommendations in Articles 7.5.1., 7.5.3. and 7.5.4. apply.

Article 6.X.14.

Cleanliness of hides

EU comment

The EU queries the scientific rationale for suggesting '"washing the live animals to
reduce contamination of meat at slaughter'. Indeed, this recommendation needs to be
backed by scientific publications that clearly show the benefit of washing of live animals
and the link to reduced meat contamination.

Article 6.X.3315

Surveillance in—eattle for Salmonella in commercial cattle production systems

Surveillance data provide information to assist the Competent Authorities in their decision making regarding the
requwement for, and design of, control programmes and in settlng and ver|f¥|ng Qerformance ob|ect|ve

Standards for diagnostic tests are described in the Terrestrial Manual. In addition, other sampling and testing
methodologies such as testing of bulk milk or serum samples by ELISA may provide useful information on herd
or individual animal status. Boot swab samples from communal areas in cattle housing, slurry samples, or caecal
or lymph nodes samples collected post-mortem can also be useful for microbiological testing. Some types of
Salmonella such as S. Dublin can be difficult to detect through using microbiological methods.

H-vaceination—is—used—If serology is used as the surveillance method, it may not be possible to distinguish
between vaccinated and infected cattle by-means-of serological-testing.

Article 6.X.3416.

Prevention and control in low prevalence regions

In regions where Salmonella infection of cattle is uncommon, it may be possible to maintain low prevalence
status or eliminate infection from herds through a combination of good farming practices, herd surveillance,
individual testing, movement controls, anrd-pessible ef and removal of persistent carriers.

—  Text deleted.
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Annex 11

DRAFT CHAPTER 6.Y.

PREVENTION AND CONTROL OF SALMONELLA
IN COMMERCIAL PIG PRODUCTION SYSTEMS
PIG—HERDS

EU comment

The EU thanks the OIE and in general supports the proposed changes to this draft new
chapter. Comments are inserted in the text below.

In general, the chapter seems to be missing an important part on weaning policy, since
this is a critical period for Salmonella growth and spread. The EU therefore suggests
adding recommendations on weaning in a new Article 6.Y.8bis (see EU comment below).

Article 6.Y.1.
Introduction

Nontyphoidal salmonellosis is one of the most common food-borne bacterial diseases in the world with

Salmonella Enteritidis and S. Typhimurium (including monophasic variants) being the predominant serotypes

identified in mest-countries—humans in most countries. S. Enteritidis is primarily associated with poulfry while S.

Typhimurium may be present in many mammalian and avian hosts. These serotypes and several others occur at

variable prevalence in pigs depending on the region. For-example—in In some countries S. Infantis and S.
holer: ism Imonellosis in humans.

Salmonella infection in pigs is mostly subclinical, although clinical disease such as enteritis and septicaemia in
weaned pigs may occur. Subclinical infection, including a carrier state, can be of variable duration and can play
n important role in th r f Salmonella within an tween her n lic health risk.

Salmonella serotypes and their prevalence in pigs may vary considerably within and between farms, regions-and
countries and regions. It is important for Vetermary Authorities and the producers to consider the-serotypes of

Imonella, their rren nd th n_and-theirprevalence in pig and human populations when
they developirg and implementirg—str: g;gg es fgr the prevention and control of Salmonella in commercial pig
production systems-Salmenefla-reduction-strategies.

EU comment

For reasons of consistency with draft Chapter 6.X., the EU requests that the word
"serotypes" be used in the 2" line of the paragraph above, as this is the term commonly
used for Salmonella.

Article 6.Y.2.

Definitions
Eor the purpose of this chapter:

mmercial pi r ion ms: means th tmlnwhlhth f th ration incl
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Feed: means any material (single or multiple), whether processed, semi-processed or raw, which is intended to
f irectl rrestrial animal:

Article 6.Y.23.
Purpose and scope

This chapter provides recommendations for the prevention and control of Salmonella in _commercial pig

tion tems in order to r th rden of infection in pi nd the risk of human illn through f
n ntamination as well human infections resulting from direct or indirect contact with infect i

ial-breeding-and-production-from-farm-tc - should be read in conjunctlon W|t e
Alimentarius ieni ice for M AC/RCP Animal F AC/R

54-2004), and the Gwdehnes for the Control of Nontyph0|dal Sa/monella spp |n egf and Pork Meat (Q Q[QL 87-
2016 -
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Article 6.Y.54.

PreventienObjectives of prevention and control measures

s recommended-that Prevention prevention and control measures be foeused may focus on those serotypes of
Salmonella of greatest consequence to pigs and public health. These measures will also contribute to the
reduction of other serotypes.

EU comment

The EU thanks the OIE for having taken our previous comment on the paragraph above
into account. However, for reasons of clarity and better understanding, we suggest
amending the second sentence above as follows:

"These Preventive measures for those serotypes will also contribute to the reduction of
other serotypes of Salmonella."

Prevention and control measures in commercial pig production systems may:

1) reduce the prevalence and cencentration amount of Salmonella entering the slaughterhouse/abattoir and
therefore decrease the challenge to the slaughter and dressing procedures and the likelihood of pig meat

contamination;

2) reduce Salmonella contamination of the environment via pig manure, which in turn will limit infection of
nimals (including wildlife);

3) reduce the likelihood of infections in humans through contact with infected pigs or contaminated material or
water.

EU comment

Even if only indirectly linked to pigs, an important cause of human salmonellosis are
vegetables contaminated with Salmonella from contaminated irrigation water. The EU
therefore suggests adding the words "including water for irrigation'" at the end of point
3) above.

Whil ntrol _in_th rimar r ion ph n r he number of animal. rryin r sh in

Salmonella, controls after primary production are also important to minimise the contamination and cross-
contamination of carcasses and meat products.

When appropriate, good farming practices and the principles of hazard analysis and critical control points
(HACCP) should be taken into account when designing prevention and control measures.

EU comment

The EU does not support the paragraph above as proposed, and suggests amending it as
follows:

"When-appropriate;g Good farming practices and, where appropriate, the principles of
hazard analysis and critical control points (HACCP) should be taken into account when

designing prevention and control measures."

Indeed, good farming practices should always be taken into account, while HACCP is
more difficult to implement at primary production and should therefore only be
recommended where appropriate.

Articles 6.Y.65.t0 6.Y.4814. provide recommendatlons for the prevention and control of Salmonella at—herel—level in
commercial pig groductlon sgstem
slaughter—process.

eﬁeeh%ness«af—sue#measu%e& These recommendatlons willm g¥ also contribute to ; e g e g ;gn gng control gf
some have-beneficial-effects-on-the-occurrence-of other infections and-diseases.
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Article 6.Y.65.

Biosecurity measures

will vary according to the type of commercial pig production system.

EU comment

The first sentence could benefit from being strengthened in order to even further stress
the importance of biosecurity to prevent and control Salmonella. The EU therefore
suggests the following wording:

"Biosecurity is-intended-to-assist-with has a major role in prevention and control of
Salmonella."

Furthermore, for reasons of consistency with the Salmonella chapter for cattle and in
order to stress the importance of applying a biosecurity plan against Salmonella and
applicable to the type of pig production, the EU suggests inserting the following sentence
between the two sentences of the paragraph above:

" A biosecurity plan against salmonella should be developed according to the commercial

pig production systems employed".

2) veterinary supervision of pig health;

3) management of the intr ion and mixing of pi

42) training of personnel regarding-in their responsibilities and the-significance-of their role in improving animal
health, human health; and and food safety:;

53) maintenance of records including data on pig health, production, movements, medications, vaccination,

mortality, survefltanee; and cleaning and disinfection of farm buildings and equipment:;

6) availability of test results to the farm operator when Salmonella surveillance is conducted;

4)  veterinarysupervision-of pig-health-and-Salmonela-control:

75) removal of unwanted vegetation and debris that could attract or harbour pests around pig housing-;

86) prevention-of-minimising the entry of wild birds into pig heuses-and buildings and feed stores-;

97) cleaning and d/smfect/on Qrocedures for buﬂdlngs in which ngs are handled or housed in accordance with
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—control and hygienic procedures for

entry and movement of persons and vehicles;

1210) biosecurity measures applied to all personnel and visitors entering the establishment. This-As a minimum
this should include hand washing and changing into clean clothes and footwear provided by the
establishment. Similar precautions are recommended when meving they move between separate
epidemiological units on large farms-;

1442) pig-carcasses-storage and disposal of dead animals, bedding, faeces and other potentially contaminated
farm waste should-be-stored-and-dispesed-of in a safe manner to-that minimises the risk-likelihood of

dissemination of Salmonella and te-prevents the direct or indirect exposure of humans, livestock and
wildlife to Salmonella. Particular care should be taken when pig bedding and faeces are applied to land
used te-fertilise-for horticultural crops intended for human consumption:;

15) pr res for prevention of dissemination of Salmonella wh i r r known
infected.

Article 6.Y.76.
Faeility Location and design of pig establishments

When making decisions on the location and design of pig establishments, itis-recommended-that reduction of

the likelihood of transfer of pathogens, including Salmonella, from major sources of contamination should be

considered. Sources of Salmonella may include other livestock establishments or areas of application or disposal

f contaminated waste or effluent. Other r nd v rs of Salmonella incl vehicl ipment, water-
r rsonnel mestic animal irds, i nts, fli nd wildlife.

1) lecation-proximity of other livestock establishments, in-relationto-and wild bird and rodent populations;

2) man nt of f | minimi ntamination of th lishment;

32) adequate drainage for the site and control of run-off water and untreated waste water;

43) use of smooth impervious materials for construction of pig houses to enable effective cleaning and
disinfection;

54) surrounding—paving the area immediatel rrounding indeer pig houses or indoor lishments with
concrete or other impervious material. to-This will facilitate rodent control and minimise recontamination
after facilitate cleaning and disinfection;

65) a controlled-of entry and movement of vehicles, equipment and persons, peint-to-prevent-the-entry-of unwanted
animals-and-people-for example, locate delivery and collection points away from pig housing or feed storage;

87) pig flew-handling and movements to minimise stress and spread of Salmonella irfection;
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)prevenhenef—entwef—w%ds—reéem&a#m-feral—anmqa#s— riction of en f domestic animals, wil

Article 6.Y.7.

Management of new pig introductions into the establishment

Introduction of pigs into a herd is an-impeortant a risk factor, especially in moderate and high prevalence regions.
To minimise the likelihood of introducing Salmonella by replacement pigs-itisrecommended that:

EU comment

The EU does not agree with deleting the words "an important" in the first sentence of
the paragraph above. Indeed, as a quantitative risk assessment concluded that in both
breeder and slaughter pigs, infected incoming pigs and Salmonella-contaminated feed
are the two major sources of Salmonella, we request that the words "one of the most
important' be inserted before "risk factor" instead.

References:

Wierup M and Widell S: Estimation of costs for control of Salmonella in high-risk feed
materials and compound feed. Infect Ecol Epidemiol. 2014 Jun 12:4.

European Food Safety Authority: Scientific opinion on a quantitative microbiological
risk assessment of Salmonella in slaughter and breeder pigs. EFSA J 2010; 8: 1547.

1) good communication along the pig production chain should be encouraged to raise awareness of the risk of
introducing Salmonella through pig introductions;

2) rtlnhl iven to minimising the number of for both replacement breeding stock
an g gg ng pigs, and matching Salmonella herd status in ter § of Salmonella freedom or occurrence of
riori r h . Typhimurium;

3)

practicable;

4) if possible, pigs should be sourced directly from herds of origin because live animal markets or other places
where pigs from multiple properties are mixed for resale may increase the likelihood of spread of

Salmonella and other infectious agents among pigs;

1)

minimised;

2) if gossmle! the aII in-all-out’ s¥stem with a single age group of pigs should be used. In particular, the
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EU comment

Post weaning diarrhoea can be caused by Salmonella and may result in pig diseases as
well as further dissemination of Salmonella in a herd. It seems therefore appropriate to
add a specific article on preventive measures for this critical period. The following
Article 6.Y.8bis is therefore proposed:

Article 6.Y.8bis.
(Post-)weaning strategy

Th t-weanin riod is a critical period that may result in disease, multiplication
and dissemination of Salmonella within a herd. The following recommendations can be
nsidered:

1. Stress at weaning should be minimised by keeping piglets from the same sow
together where possible, by ensuring a comfortable climate (temperature, air flow), easy
and sufficient access to water and by an appropriate stocking density;

2. Age and weight at weaning should be considered and preferably increased in case of
recurrent infections;

3. An appropriate feeding strategy should be considered, starting before weaning. This
mag 1nclude a gradual approach in changlng the nutritional content of the diet and

wet/dr ropriate feeding practices, etc.

4. The preventive use of antimicrobial agents should be discouraged to avoid

antimicrobial resistance. Environmental effects should be considered before using
certain products.

Article 6.Y.89.
Feed and feed composition

1. Eeed and feed ingredients

her ntri rr f low prevalence. To minimise th » f lmnllthr hf
recommended-that.

a) feed and feed ingredients should be produced, handled, stored, transported and distributed in

accordance with Chapter 6.3.;

hygienic manner _that minimi ntamination manure an mesti nimal ir

rodents and wildlife;

EU comment

The EU suggests deleting the words ""when practicable' in point b) above. Indeed, feed
should always be handled in a way so as to minimize contamination.
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When Imonella i resent in ig herd, th m ition of fi may _in h rren f
Salmonella in individual pigs.

For th ntrol of Salmonella iti the followin nsider

a) liguid feed that is fermented or containing milk products has a protective effect due to the presence of
beneficial bacteria and lowered pH;

c) fine grinding needed to produce heat treated pellets may result in dysbacteriosis which favours the
colonisation and multiplication of Salmonella in the intestine. Therefore, heat treated pellets are most
mor ropriate for situations in which Salmonella is uncommon;

d) when wheat is the predominant feed ingredient, reducing the proportion of this ingredient may reduce

the occurrence of Salmonella because th id fermentation of wheat promotes d teriosis.
Article 6.Y.910.
Water

For-the-effective-control-Drinking-water Water for drinking should be of an appropriate quality. To minimise the
spread of Salmonella through wateritisrecommended-that:

1) the drinking water supply should be monitored and controlled to maintain it free from Salmonella
contaminations=;

2) water holding tanks are-should be enclosed:;
3) r ly an liver ms should n ibl irds, roden r wildlife;

4) the water delivery system is-should be regularly cleaned and disinfected. For example in an ‘all-in-all-out’
system this weuld occurs before restocking.
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Article 6.Y.3411.

Pigtreatments—Additional prevention and control measures

1)  Vaccination m nsider f Imonell ntrol programme. Vaccine pr ion an
hould be in accordance with Chapter 1.1.6. of the Terrestrial Manual. The protective effect of vaccines i
nerally serotype- ific and is influenced by factors such as timing of vaccination in relation t
Xposure.

2) Antimicrobial agents ma¥ modify normal flora in the gut and increase the Iikelihood of colonisation b¥

Imonella. i when_antimicrobi i for th
Wml nteric salmonell with Ch w

W|t Salmone/la in pigs because the effectlveness of the treatment is I|m|ted, they may increase the risk of
Salmonella colonisation, and their use can contribute to the development of antimicrobial resistance.

OIE Terrestrial Animal Health Standards Commission/September 2016



10

3) Where approved by the Competent Authority, Organie organic acids, probiotics and prebiotics may be
added to feed or water to reduce shedding of Salmonella by pigs. However, efficacy is variable.

Article 6.Y.3512

Transportation

stabllshments should be considered to avoid cross-contamination of pigs. A

In addition, the relevant recommendations in Chapters 7.2., 7.3. and 7.4. apply.

Article 6.Y.3613.

Lairage

Lairage ear may be used at various stages in pig production, for example accumulation of weaned pigs before
movement to nursery herds, holding finisher plgs before transport to slaughter and holdlng plgs at the
slaughterhouse/abatto:r before slaughter

In addition, the relevant recommendations in Articles 7.5.1., 7.5.3., and 7.5.4. apply.

Article 6.Y.14.

Surveillance for Salmonella in commercial pig production systems

requirement for, and design of, control programmes and in setting and verifying performance obijectives. Harmoni

surveillance systems to determine the occurrence of Salmonella at herd level are in place in some countries.
mmunication ween slaughterh irs, Veterin Vi nd the herd man r or veterinarian

the results of Salmonell rveillan tems is an important element of Imonell ntrol programme.

amgles at the s/aughterhouse/abatto:r enables centrallsed samgllng of multlgle herds Whlle serology is a useful
tool for risk ranking of herds, serological testing does not detect exposure to all serotypes or differentiate

between different serotypes within the serogroups included in the antigenic range of the test or the level of
almonella in_pigs at slau hter. If serology is used as the surveillance method, it may not be possible to
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sensitivity but this can be overcome by samgllng at herd Ievel or regeated samgllng of |nd|V|duaI anlmals —by
pooling Pooling of samples (such as individual faecal samples or mesenteric lymph nodes) or sampling naturally

pooled material (such as sampling of faeces from the floor of pig pens) will decrease the costs. Some types of
Salmonella such as S. Choleraesuis can be difficult to detect using microbiological methods.

Article 6.Y.+715.
Prevention and control in low prevalence regions

In regions where Salmonella infection of pigs is uncommon, it may be possible to maintain low prevalence status
liminate infection from herds thr h mbination of farming practi her rveillan indivi |
testing, movement control nd removal of persistent carriers.

app#eaeh—nlnlw Ihr f in hr |nh|hr rvIn ion f
hi hi nden n I|k|h fr|nr infe

Article 6.Y.+816.

Outdoor pig production

As—far—as—possible-Where practicable, the prevention and control measures described in Articles 6.Y.5. to
6.Y.4415. should also be applied to outdoor pigs in commercial pig production systems to reduce Salmonella

infection a-pigs. [n addition, # it is recommended that:

1) field rotation programmes be used to minimise Salmonella contamination and accumulation in soil and
surface water and therefore ingestion by pigs;

2) systems used to provide feed, and wher ssible water, be-provided-using-troughs-or-bird-proof-hoppers be
designed to minimise attraction of, or access by, efwild birds;

3) the location of other outdoor pig herds and the concentration and behaviour of wild birds in the area be

considered when-establishing-outdoorpig-herds.

—  Text deleted.
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Annex 12

CHAPTER 7.11.

ANIMAL WELFARE AND DAIRY CATTLE
PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE for its work. The EU can agree to the amendment proposed for
this article of the chapter.

[Article 7.11.1.]
[Article 7.11.2.]
[Article 7.11.3.]
[Article 7.11.4.]
[Article 7.11.5.]
Article 7.11.6.

Recommendations on system design and management including physical environment

1.1..]
2.1...]
3.[...]
4.1..]

5.  Flooring, bedding, resting surfaces and outdoor areas

In all production systems cattle need a well-drained and comfortable place to rest. All cattle in a group
should have sufficient space to lie down and rest at the same time.

Particular attention should be given to the provisions for areas used for calving. The environment in such
areas (e.g. floors, bedding, temperature, calving pen and hygiene) should be appropriate to ensure the
welfare of calving cows and new born calves.

In housed systems calving areas should be thoroughly cleaned and provided with fresh bedding between
each calving. Group pens for calving should be managed based on the principle 'all in - all out'. The group
calving pen should be thoroughly cleaned and provided with fresh bedding between each animal group. The
time interval between first and last calving of cows kept in the same group calving pen should be minimised.

Outdoor calving pens and fields should be selected to provide the cow with a clean and comfortable
environment.

Floor management in housed production systems can have a significant impact on cattle welfare. Areas that
compromise welfare and are not suitable for resting (e.g. places with excessive faecal accumulation, or wet

bedding) should not be included in the determination of the area available for cattle to lie down.

Slopes of the pens should allow water to drain away from feed troughs and not pool the pens.
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Flooring, bedding, resting surfaces and outdoor yards should be cleaned as conditions warrant, to ensure
good hygiene, comfort and minimise risk of diseases and injuries.

In pasture systems, stock should be rotated between fields to ensure good hygiene and minimise risk of
diseases and injuries.

Bedding should be provided to all animals housed on concrete. In straw, sand or other bedding systems
such as rubber mats, crumbled-rubber-filled mattresses and waterbeds, the bedding should be suitable (e.g.
hygienic, non-toxic) and maintained to provide cattle with a clean, dry and comfortable place ir on which to
lie.

The design of a standing, or cubicle, or free stall, should be such that the animals can stand and lie
comfortably on a solid surface (e.g. length, width and height should be appropriate for the size of the largest
animal). There should be sufficient room for the animal to rest and to rise adopting normal postures, to move
its head freely as it stands up, and to groom itself without difficulty. Where housing design provides only
individual spaces are-provided for cows to rest, there should be at least one space per cow.

Alleys and gates should be designed and operated to allow free movement of cattle. Floors should be
designed to minimise slipping and falling, promote foot health, and reduce the risk of claw injuries.

If a housing system includes areas of slatted floor, cattle, including replacement stock, should have access
to a solid lying area. The slat and gap widths should be appropriate to the hoof size of the cattle to prevent
injuries.

If cattle have to be tethered whether indoors or outdoors, they should, as a minimum, be able to lie down,
stand up, maintain normal body posture and groom themselves unimpeded. Cows kept in tie stall housing
should be allowed sufficient untethered exercise to prevent welfare problems. When tethered outdoors they
should be able to walk. Animal handlers should be aware of the higher risks of welfare problems where
cattle are tethered.

Where breeding bulls are in housing systems, care should be taken to ensure that they have sight of other
cattle with sufficient space for resting and exercise. If used for natural mating, the floor should not be slatted

or slippery.

Outcome-based measurables: morbidity rates, especially lameness and injuries (e.g. hock and knee injuries
and skin lesions), behaviour (e.g. altered locomotion and posture, altered lying time, grooming and not using
the intended lying areas), changes in weight and body condition, physical appearance (e.g. hair loss,
cleanliness score), growth rate.

—  Text deleted.
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Annex 13

DRAFT CHAPTER 7.12.

WELFARE OF WORKING EQUIDS

EU comment

The EU thanks the OIE for its work and for taking many of the EU comments into
account. The EU can in general agree to the changes made in this modified chapter but
does have two comments as indicated below.

Article 7.12.1.
Introduction

In many countries, working equids, used for transport and traction, contribute directly and indirectly to households’
livelihoods and benefit communities as a whole. Working equids may be of direct or indirect use in production and
commercial activities.

Specifically, they contribute to agricultural production and food security by transporting, for instance, water and
fodder for other livestock, firewood and other daily needs to the homestead and agricultural products to the
market. They provide draught power for agricultural work and transport. They may supply manure, milk, meat and
hides for household use or income.

The welfare of these working equids is often poor because their owners lack sufficient resources to meet their
needs or have insufficient knowledge of the appropriate care of equids. Certain working contexts, such as working
in construction industries or in harsh environments, may present a particular risk to their welfare.

Article 7.12.2.
Scope
This chapter applies to horses, donkeys and mules that are destined, used for or retired from traction, transport

and generation of income. Equids used in sports or competitions, leisure activities, research or kept solely for the
production of meat or biopharmaceuticals, or research are excluded.

EU comment
The EU would also like to exclude horses used in therapy from the scope:

"This chapter applies to horses, donkeys and mules that are destined, used for or retired
from traction, transport and generation of income. Equids used in sports or
competitions, leisure activities, equine-assisted therapy, research or kept solely for the
production of meat or biopharmaceuticals are excluded."

Rationale:

It should be quite clear from the text which category of equids that are covered by the
provisions of this chapter.

For the purposes of this chapter, harness means all parts of the driving harness, saddle, bridle and bit that are
used to control the working equid, act as a braking system when pulling a cart, hold loads in place and transfer
power to attached carts or agricultural implements.

Article 7.12.3.

Responsibilities

All organisations with defined responsibilities as outlined below should have personnel with the requisite
knowledge and skill to perform their duties.
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Veterinary Authority

The Veterinary Authority is responsible for implementation of animal health and welfare policies, legislations,
policies and programmes. However, in the case of working equids, the responsibility may be shared with
other government agencies, institutions and relevant stakeholders.

Other government agencies

The responsibilities of other government agencies will depend on the range of working equid uses and
contexts.

For example those agencies responsible for regulating industrial and construction activities, whether for
environmental or labour compliance, may also have a responsibility for the working equids involved in the
industry.

Particularly in urban areas, the transport or other responsible agency may have legislative authority in
dealing with traffic circulation and have a role to play in ensuring a safe environment for working equids as
well as other road users.

Environmental protection agencies may regulate and enforce measures to prevent working equids from
accessing sources of contamination.

The agency responsible for public health may have legislative authority in dealing with zoonoses.

Education authorities have a responsibility in schools and agricultural, veterinary paraprofessional and

veterinary training institutions. A comgonent on welfare of worklng equids should be |ncluded in animal
health and production curricula. Apprep A y W ]

Local government authorities

Local government authorities are responsible for many services and programmes that relate to health, safety
and public good within their jurisdiction. In many countries the legislative framework gives authority to local
government agencies with regard to aspects of transport, agriculture, public health, environmental health
and inspection, and compliance activities including those in relation to animal health measures and
responsibility for abandoned and stray animals.

In many countries local government agencies are responsible for the development and enforcement of
legislation relating to equine drawn carts and carried loads in traffic, animal identification (registration),
licensing and disposal of dead animals.

Private veterinarians

Private veterinarians are responsible for providing services and advice to working equid owners or handlers
and play an important role in disease surveillance because they may be the first to see an equid suffering
from a notifiable disease. They may also play a role (often in liaison with the police or other local authorities)
in dealing with cases of neglect that ean lead to welfare problems.

Two-way communication between the private veterinarians and Veterinary Authority, often via the medium of
a veterinary professional organisation, is important and the Veterinary Authority is responsible for setting up
appropriate mechanisms for this interaction.

Private veterinarians may also have a responsibility in supervising and coordination of veterinary para-
professionals involved in delivering animal health services.

Non-governmental organisations

Relevant non-governmental organisations (NGOs) and intergovernmental organisations should understand
the role of working equids and may help to collect and provide information to support policy formulation, to
advocate and promote health and welfare of working equids.

Local NGOs are potential partners of the Veterinary Services in the development and implementation of
working equid health and welfare programmes.

NGOs may also contribute, together with veterinarians and Competent Authorities, in educating the public in
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the importance of animal welfare of working equids.

6. Working equid owners and users

Owners and users are ultimately responsible for the welfare of their working equids by ensuring their animals’
“five freedoms” (Article 7.1.2).

Article 7.12.4.
Criteria or measurables for the welfare of working equids

The following outcome-based measurables can be useful indicators of animal welfare. The use of these indicators
and the appropriate thresholds should be adapted to the different situations where working equids are used.

1. Behaviour

Presence or absence of certain equine behaviours could indicate an animal welfare problem, including fear,
depression or pain. Behaviours differ between horses, donkeys and mules and a good understanding of
normal behaviour of each species is required.

Some behaviours may not be uniquely indicative of one type of problem; they may be exhibited for a variety
of causes. Depression, apathy, dullness and lethargy in equids that are normally active and alert ean be are
indicative of a welfare problem. Changes in eating or drinking patterns may indicate a welfare problem,
especially a decreased feed intake. This might also be an indicator of dental problems, poor feed quality or
even feed contamination.

Behaviours indicating discomfort or pain:

—  head pressing, teeth grinding, grunting, food dropping, and inability to eat normally. Such behaviours
may indicate disease or pain;

- depression, circling, foot pawing, flank watching, inability to stand up, rolling. Such behaviour may
indicate abdominal or other discomfort;

—  disturbance of ground or bedding. Such behaviours may indicate disease, abdominal pain;or
malnutrition;

—  weight shifting, foot pawing, reluctance to move or abnormal movement. Such behaviours may indicate
leg, foot, spinal or abdominal pain;

— head shaking or avoidance of head contact. Such behaviours may indicate head, ear or ocular
discomfort;

- itching, rubbing, self-inflicted abrasions. Such behaviours may indicate skin problems or parasites;

- restlessness, agitation and anxiety, rigid stance and reluctance to move, lowered head carriage, fixed stare
and dilated nostrils, clenched jaw, aggression and reluctance to be handled, may indicate non-specific pain
in horses. In donkeys, these behaviours are more subtle and may not be recognised;

—  vocalisation, rolling, kicking at abdomen, flank watching and stretching may indicate abdominal pain in
horses. In donkeys, dullness and depression;

—  weight-shifting, limb guarding, abnormal weight distribution, pointing, hanging and rotating limbs, abnormal
movement and reluctance to move may indicate limb and foot pain in horses. These signs are more subtle in
donkeys, although repeated episodes of lying down are reportedly more indicative;

— headshaking, abnormal bit behaviour, altered eating, anorexia and quidding may indicate head and
dental pain.

Behaviours indicating fear or anxiety:

— unusual avoidance of humans, especially when handlers or objects associated with their handling come
close;

- a reluctance by the working equids to engage in their use for traction or transport or even a cessation
and aggressive behaviour, especially when fitting equipment or loading is undertaken.

Behaviours indicating stress:

—  oral stereotypies: crib biting, aerophagia (“wind sucking”);
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—  locomotive stereotypies: stable walking, weaving;

- abnormal vocalisation, agitation and defaecation.

EU comment

The EU would also propose the following rewording of this point:

""- abnormal vocalisation, agitation_or and defaecation."

Justification:

The listed behaviours will not necessarily all appear at the same time.

2.

Morbidity

Morbidity, including incidence of disease, lameness, injuries or post-procedural complications, may be a
direct or indirect indicator of the animal welfare status.

Understanding the aetiology of the disease or syndrome is important for detecting potential animal welfare
problems. Scoring systems, such as those used to score lameness and body condition, ean provide
additional information.

Mortality

Mortality, like morbidity, may be a direct or indirect indicator of the animal welfare status. Depending on the
context, causes of mortality should be investigated as well as temporal and spatial patterns of mortality and
possible relationship with husbandry and handling practices. Necropsy is useful in establishing the cause of
death.

Body condition and physical appearance

Poor or changing body condition or physical appearance may be an indicator of compromised animal
welfare and health and scoring systems help to provide objectivity.

Observation of physical appearance often provides an indication of animal welfare and health. Attributes of
physical appearance that may indicate compromised welfare include:

- feet or limb abnormalities,

—  wounds or injuries,

—  dehydration or signs of heat stress,

- abnormal discharges,

—  presence of parasites,

- abnormal coat or hair loss,

- excessive soiling with faeces, mud or dirt,

- emaciation.

Handling responses

Poor human-animal interactions can lead to or be caused by improper handling. This may include bad
driving and inappropriate restraint methods, or the misuse of whips and sticks, and can result in fear and
distress.

Indicators include:
- aversive or apathetic responses to fitting of equipment and loads,

—  defensive responses from the equid to the owner or user such as threatening facial expressions,
kicking, biting and avoiding human contact.

Complications due to management practices

Some management practices, such as castration and hoof care, are commonly performed in working equids
to facilitate handling and improve human safety and animal welfare.
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Working equids are shod for two main reasons; to prevent hoof wear and to improve performance. Many
equids cope well without shoes and, if they are coping well, are best unshod. However, poor hoof care and
farriery predispose the working equid to injury and infection, and can result in changes to the size, shape
and function of the hoof. Untreated abnormalities of the foot can create long-term problems in other parts of
the leg and body due to change in gait and weight bearing.

If management practices such as these are not performed properly, animal welfare may be compromised.

Indicators of such problems include:

—  post-procedure infection and swelling;
- post-procedure lameness;

—  myiasis;

—  behaviour indicating pain or fear;

—  mortality.

It is important to note that some practices are not based on evidence and are inherently bad for welfare.
Evidence of firing, nasal slitting, lampas cutting and harmful substances applied to wounds should be
identified as indicators of poor welfare.

7. Lameness

Traditionally, lameness has been defined as any alteration of the horse's gait. In addition, lameness can
manifest in such ways as a change in attitude or performance. These abnormalities can be caused by pain
in the neck, withers, shoulders, back, loin, hips, legs or feet. Identifying the source of the problem is
essential for proper treatment. Lameness or gait abnormalities are the most common signs of working
equids seen by veterinarians. Various scoring systems are available to assess the degree of lameness.
Indicators of such problems include:

—  hoof conformation abnormalities;

— unequal weight bearing;

- hoof and pastern axis and angles;

8. Fitness to work

Fitness to work is the state or condition of being physically sound and healthy, especially as a result of
exercise and proper nutrition, to perform work well. Various factors such as the animal's age, breed or
physiological state (e.g. pregnancy) may influence its fitness to work.

Indicators of an equid’s inability to carry out the work demanded of it include the presence of heat stress,
lameness, poor body condition or weight loss, harness related wounds and aversive behavioural responses
to, for example, harness or equipment fitting.

Article 7.12.5.
Recommendations

Articles 7.12.7. to 7.12.13. provide recommendations for measures applied to working equids.

Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.12.4. This
does not exclude other measures being used when appropriate.

Article 7.12.6.
Feeding and provision of water
1. Feeding
Equids are natural grazers that eat small guantities ameunts but eat often. Their natural diet is mainly

grasses, which have a high roughage content. Horses in particular should be fed frequently with a
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predominantly fibre-based diet: either grass, hay or a suitable and safe alternative in order to mimic their
natural feeding pattern as closely as possible.

Energy, fibre, protein, mineral (including trace minerals) and vitamin contents in the diet of working equids,
their balance, safety, digestibility and availability are major factors determining the power of the animals,
their growth and overall productivity and their health and welfare.

Working equids should be provided with access to an appropriate quantity of balanced and safe feed, of
adequate quality to meet their specific physiological and working needs. In case of feed shortages, the
animal handler should ensure that the period of reduced feeding is as short as possible and that mitigation
strategies are implemented if welfare and health are at risk of being compromised.

If supplementary feed is not available, steps should be taken to avoid starvation, including slaughter, sale or
relocation of the animals, or humane killing.

Owners and handlers should allow working equids to forage whenever possible and allow for an adequate
number of working breaks to allow the animals to eat. Long fibre forage is important for digestion. Cut green
forage should be provided when grazing is not possible. Dry long fibre forage is-impertant-and-should be
provided when adequate green forage is not available.

Inadequate diets and feeding systems may contribute to diseases, stress, discomfort or to abnormal
behaviour in working equids and should be avoided. Animal handlers should be aware of the animals’
nutritional needs and consult an expert for advice on ration formulation and feeding programmes when
needed.

2. Provision of water
The most important nutrient for the welfare of working equids is water. Working equids need regular and
adequate access to palatable, safe water that meets their physiological and work requirements which may
vary.
Outcome-based measurables: behaviour, morbidity, mortality, body condition and physical appearance, and
fitness to work.

Article 7.12.7.
Shelter

Effective shelter should be provided for working equids both in the resting and working environments. Shelter
should provide protection against adverse weather conditions and against predators and injury as well as good
ventilation and the ability to rest comfortably. Resting space should be dry, clean and large enough for the equid
to lie down, get up and turn around easily.

1.

Heat stress

Heat stress is a common condition in working equids in hot, humid environments and animal handlers
should be aware of the risk that heat stress poses. Equid owners and handlers should be aware of how to
prevent it through provision of appropriate shade or shelter along with sufficient drinking water and avoiding
work at extreme high temperatures. Owners may also be trained in effective treatment of hyperthermia as
timely veterinary assistance may not be available.

Behaviours which indicate heat stress include increased respiratory rate and effort; flared nostrils; increased
head movement and lack of response to the environment.

Outcome-based measurables: behaviour, morbidity, mortality, body condition and physical appearance and
fitness to work.

Cold

Protection from extreme cold weather conditions should be provided when these are likely to create a
serious risk to the welfare of equids, particularly of neonates and young animals and others that are
physiologically compromised. Such a protection could be provided by extra bedding, blankets or shelter.
Care should be taken that, in an attempt to protect against the cold, ventilation and air quality are not
compromised

Behaviour which indicates suffering from cold stress includes shivering and huddling together.

Outcome-based measurables: behaviour, mortality and body condition and physical appearance.
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3.  Protection from predators and injury
Working equids should be kept safe from predators and from road accidents, which are common
occurrences if equids are left free to roam. If working equids are housed alongside horned cattle, care
should be taken to protect them from injury. Enclosures used should be structurally sound and free of sharp
edges, protrusions and other features that could cause injury.
Outcome based measurables: behaviour, morbidity, mortality, body condition and physical appearance and
lameness.

Article 7.12.8.

Management

1. Biosecurity
Biosecurity plans should be designed, commensurate with the desired health status of the equid population
or herd and current disease risk. These biosecurity plans should be promoted with stakeholders for effective
implementation and should address the control of the major sources and pathways for spread of pathogens
by:
a) equids,
b) other animals and vectors,
c) people,
d) equipment
e) vehicles,
f) air,
g) water supply,
h) feed.
Outcome-based measurables: morbidity, mortality, changes in body condition and physical appearance.

2. Animal health management

Effective national programmes for the prevention and treatment of working equid diseases and conditions
require clear roles and responsibilities to be defined for official and private animal health service personnel
as well as for owners.

Owners and handlers of working equids should be aware of signs of ill-health, disease, distress and injuries.
If they suspect the presence of disease and are not able to manage it, they should seek advice from
veterinarians or other qualified persons.

Non-ambulatory working equids should have access to feed and water at all times. They should not be
transported or moved unless absolutely necessary for treatment or diagnosis. Such movements should be
done carefully using methods that avoid dragging or excessive lifting.

When treatment is attempted, equids that are unable to stand unaided and refuse to eat or drink should be
euthanised in accordance with Chapter 7.6., as soon as recovery is deemed unlikely.

Outcome-based measurables: morbidity, mortality, behaviour, body condition and physical appearance.

Article 7.12.9.

Handling and management practices

Management practices should be accomplished expertly and with the proper equipment and pain relief if
appropriate. Painful husbandry procedures should be performed under the recommendation or supervision of a
veterinarian.

Drivers and handlers should be trained to acquire good management skills.
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Poor management practices include bad handling, inappropriate restraint such as too tight tethering or hobbling,
the working of animals that are unfit or immature, poor housing that does not protect the equids from adverse
weather conditions, inadequate handling equipment, excessive number of working hours, underfeeding, lack of
access to water, lack of resting periods, working under heat stress, overloading, beating or whipping and some
traditional practices.

Competent Authorities and veterinarians should educate owners and handlers of working equids to cease unsafe,
ineffective and inhumane practices and also encourage good management and handling skills.

Working equids should not be kept confined indoors for long periods.

Working equids should not be tethered or hobbled continuously. In situations where temporary hobbling is
necessary, the animal handlers should ensure sufficient distance between the two hobbled legs to allow the equid
to stand naturally and move without risk of injury.

When temporary tethering is necessary working equids should be able to lie down, and if tethered outdoors, turn
around and walk. The tethering site should be free from obstructions that may entangle the tether. Adequate
water, feed and supervision should be provided; if necessary, action should be taken by moving the animals to
areas providing shade or shelter.

Mares in season should not be tethered near stallions; mares about to foal or with a foal should not be tethered.

Equipment used to hobble should be designed for that purpose. The parts of the hobbles which are in contact with
the skin should not be made from material that causes pain or injury.

Owners and users of working equids should be discouraged from using whips and harmful goads such as sticks.
Instead humane training practices for equids should be promoted which focus on developing good driving
practices.

Outcome based measurables: behaviour, morbidity, mortality, body condition and physical appearance, lameness
and fithess to work.

Article 7.12.10.
Behaviour

Animal handlers should be familiar with normal and abnormal behaviour of each type of working equid in order to
interpret the welfare implications of what is being observed.

Geed-Human-animal interaction should be positive in order not to compromise the welfare of the working equid.

Different natural behaviours and social interactions between horses, mules and donkeys should be taken into
account.

Outcome-based measurables: behaviour, body condition and physical appearance, and fitness to work.
Article 7.12.11.

End of working life

Consideration should be given to end of life issues.

Abandonment of equids should be discouraged. The Competent Authorities should develop and implement
guidance or legislation to prevent abandonment while taking steps to make provision for abandoned animals to
ensure their welfare.

When working equids need to be slaughtered or killed, recommendations in Chapters 7.5 and 7.6 should be
followed to avoid the equid suffering a prolonged and painful death by abandonment, neglect or disease or acute,
painful death such as being eaten by wild animals, or hit by a road vehicle.

Article 7.12.12.

Appropriate workloads

Equids continue to develop until over the age of five years so consideration should be given, according to
workload, as to when working life commences. In general this should be three years of age or more but never less
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than two years of age. Animals that are subjected to excessive work too young in life will usually suffer from leg
and back injuries in later life, resulting in a much-reduced working life.

Consideration should be given to the animal’'s overall condition, and other factors such as climate, and the work
load should be adjusted accordingly. In Qartlcular special conS|derat|ons should be given to old anlmals and to

In general, animals should work a maximum of Six hours per day and should be glven at Ieast one, preferably two,
full day’s rest in every seven- day period. € ,

Consideration should be given to the weather conditions (work should be reduced in very hot weather). Breaks
should be given at least every two hours and drinkable water should be provided.

All animals should receive sufficient good quality feed corresponding to their individual requirements. Drinkable
water and roughage should be available to aid digestion.

Sick or injured animals should not be worked. Any animal that has been under veterinary treatment should not be
returned to work until advised by the veterinarian.

Outcome based measurables: behaviour, body condition and physical appearance, handling response lameness
and fitness to work.

Article 7.12.13.

Farriery and harnessing

1.  FEarriery

Owners and handlers should routinely clean and check the hooves of the working equid before and after
work.

Hoof trimming and shoeing of working equids should only be performed by persons with the necessary
knowledge and skills.

Outcome based measurables: behaviour, body condition and physical appearance, lameness and fitness to
work.

2. Harnessing

A properly designed, well-fitted and comfortable harness allows the working equid to pull the equipment to
the best of its ability, efficiently and without risk of pain or injuries. Harness injury should be prevented by
using properly fitted and adjusted harness which is checked daily for damage and repaired promptly as
necessary. Equids should be checked after work for signs of rubbing and hair loss and the source of any
problems should be removed through maintenance and padding where required.

Harness should not have sharp edges which could cause injury; should fit well so that it does not cause
wounds or chafing caused by excess movement; should be smoothly shaped or padded so that loads
imposed on the working equids’ bodies are spread over a large area; and should not impede the animal’'s
movement or normal breathing or restrict blood supply.

Carts should be maintained to ensure accurate balancing and appropriate tyre pressure. For draught equids
the use of swingletrees is recommended so as to balance the pull and thus as a result reduce the risk of
sores from the harness.

Owners should ensure effective harnessing and good riding and driving practices.
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Bits should be of a simple type (such as a straight bar snaffle), depending on work, but should always be
smooth, appropriately sized for the equid and kept clean. Inappropriate materials such as thin cord or wire
should never be used as bits or to repair bits.

Outcome based measurables: Behaviour, body condition and physical appearance, lameness and fitness to
work.

—  Text deleted.
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Annex 14

DRAFT CHAPTER 8.X.

INFECTION WITH MYCOBACTERIUM
TUBERCULOSIS COMPLEX

EU comment

The EU thanks the OIE and in general supports the proposed changes to this draft new
chapter. A comment is inserted in the text below.

Article 8.X.1.
General provisions

The recommendations in this chapter are intended to manage the human and animal health risks associated with
infection of animals with a member of the Mycobacterium tuberculosis (M. tuberculosis) complex.

For the purposes of thischapter the Terrestrial Code, M. tuberculosis complex comprises M. bovis, M. caprae and
M. tuberculosis, but excludes vaccine strains.

Many different domestic and wild animal species belonging to diverse mammalian taxa are known to be
susceptible to infection with M. tuberculosis complex. Their epidemiological significance depends on the degree of
susceptibility, the husbandry system, the density, spatial distribution and ecology of populations as well as the
pathogenesis and transmission pathways. In some geographical regions, certain wild animal species can act as
reservoirs.

For the purposes of this chapter, ‘animals’ means domestic and captive wild animal populations of the following
categories:

1) Bovids: this term means cattle (Bos taurus, B. indicus, B. frontalis, B. javanicus and B. grunniens), water
buffaloes (Bubalus bubalis), and bison (Bison bison and B. bonasus)-;

2)  Cervids: this term means red deer (Cervus elaphus elaphus), wapiti/elk (C. elaphus canadensis), sika (C.
nippon), samba (C. unicolor unicolor), rusa (C. timorensis), roe deer (Capreolus capreolus), fallow deer (Dama
dama), white-tailed, black-tailed and mule deer (Odocoileus spp.) and reindeer/caribou (Rangifer tarandus)-;

3) Goats (Capra hircus);

4)  NewWorld-Camelids{under study).

4) New World camelids: this term means alpacas (Lama guanicoe pacos) and domestic llamas (Lama
nii lama).

EU comment

The EU suggests deleting the word "domestic" in point 4 above, as it is superfluous.
Indeed, the first sentence of the paragraph above states '"'animals' means domestic and
captive wild animal populations of the following categories'. Therefore, repeating the
word "domestic" before llamas is confusing.

The EU reiterates its previous comment that it is very important to continue work to
define appropriate testing regimes for both New World camelids and goats, and to
further evaluate the application of new diagnostic techniques to these species which, if
infected, may pose a risk in international trade.

In this regard, the EU would like to point out a document on the diagnosis of
tuberculosis in camelids produced by the European Union Reference Laboratory for
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tuberculosis, available on the internet at
https://www.visavet.es/bovinetuberculosis/data/wd/SANCQO-7034-
2013 Diagnosis_of tuberculosis_in_camelids.pdf

The chapter deals not only with the occurrence of clinical signs caused by infection with M. tuberculosis complex,
but also with the presence of infection with M. tuberculosis complex in the absence of clinical signs.

For the purposes of the Terrestrial Code, the following defines the occurrence of infection with M. tuberculosis
complex:

- A member of M. tuberculosis complex has been identified in a sample from an animal or a product derived
from that animal;

OR

- positive results to a diagnostic test have been obtained and there is an epidemiological link to a case of
infection with M. tuberculosis complex or there is other reason to suspect infection with M. tuberculosis
complex.

When authorising import or transit of commodities listed in this chapter, with the exception of those listed in
Article 8.X.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the
M. tuberculosis complex infection status of the animal population of the country, zone or herd of origin.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 8.X.2.
Safe commodities
When authorising import or transit of the following commodities, Veterinary Authorities should not require any
M. tuberculosis complex-related conditions, regardless of the M. tuberculosis complex infection status of the

animal populations of the country, zone or herd of origin:

1) fresh meat and meat products originating from animals that have been subjected to ante- and post-mortem
inspections as described in Chapter 6.2.;

2) cured hides, skins and trophies;
3) gelatine, collagen, tallow and meat-and-bone meal.

Article 8.X.3.

Country or zone historically free from infection with M. tuberculosis complex in
specified animal categories

A country or zone may be considered historically free from infection with M. tuberculosis complex in specified
animal categories when the eenditions requirements of point 1 a) of Article 1.4.6. have been met for the relevant
animal categories.

Article 8.X.4.

Country or zone free from infection with M. tuberculosis complex in bovids

1)  To qualify as free from infection with M. tuberculosis complex in bovids, a country or zone should satisfy the
following requirements:

a) infection in animals is a notifiable disease in the entire country;

b) a_surveillance programme based on regular testing of all herds has been in place for at least
three years and for the past three years this testing has demonstrated that infection with
M. tuberculosis complex was not present in at least 99.8% of the herds representing at least 99.9% of
the bovids in the country or zone;
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3)

¢) a surveillance programme jn_accordance with Chapter 1.4. is in place to detect infection with
M. tuberculosis complex in the country or zone through ante- and post-mortem inspections of bovids as

described in Chapter 6.2.;

d) regulatory measures have been implemented for the early detection of infection with M. tuberculosis
complex in bovids;

e) bovids and their germplasm introduced into the country or zone comply with the recommendations in
Articles 8.X.7., 8.X.10. and 8.X.12.

To maintain the status as free from infection with M. tuberculosis complex in bovids, a country or zone
should satisfy the following requirements:

a) the requirements in points 1 a), 1 ¢), 1 d) and 1 e) above are met;

b)  a surveillance programme based on regular testing of bovids is in place in the country or zone to detect
infection with M. tuberculosis complex in accordance with Article 1.4.4.;

c) once the surveillance programme described in point b) has demonstrated that infection with
M. tuberculosis complex has not been present in at least 99.8% of the herds representing 99.9% of the
bovids in the country or zone for two consecutive years, surveillance may be maintained through ante-
and post-mortem inspections as described in Chapter 6.2.;

The country or zone status of free from infection with M. tuberculosis complex in bovids is not affected by the
occurrence of infection with M. tuberculosis complex in other animal categories or feral or wild animals
provided that measures have—been—implemented intended to prevent transmission of infection with
M. tuberculosis complex to bovids have been implemented.

Article 8.X.5.

Country or zone free from infection with M. tuberculosis complex in cervids

1)

To qualify as free from infection with M. tuberculosis complex in cervids, a country or zone should satisfy the
following requirements:

a) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;

b)  regular testing of all cervid herds has been in place for at least three years and for the past three years
this testing has demonstrated that infection with M. tuberculosis complex was not present in at least
99.8% of the herds representing at least 99.9% of the cervids in the country or zone;

¢) a surveillance programme is in place to detect infection with M. tuberculosis complex in the country or
zone through ante- and post-mortem inspections as described in Chapter 6.2.;

d) regulatory measures have been implemented for the early detection of infection with M. tuberculosis
complex in cervids;

e) cervids and their germplasm introduced into the country or zone comply with the recommendations in
Articles 8.X.7., 8.X.11. and 8.X.12.

To maintain the status as free from infection with M. tuberculosis complex in cervids, a country or zone
should satisfy the following requirements:

a) the requirements in points 1 a), 1 ¢), 1 d) and 1 e) above are met;

b) a surveillance programme based on regular testing of cervids is in place in the country or zone to
detect infection with M. tuberculosis complex in accordance with Article 1.4.4.;

c) once the surveillance programme described in point b) has demonstrated that infection with
M. tuberculosis complex has not been present in at least 99.8% of the herds representing 99.9% of the
cervids in the country or zone for two consecutive years, surveillance may be maintained through ante-
and post-mortem inspections as described in Chapter 6.2.

The country or zone status free from infection with M. tuberculosis complex in cervids is not affected by the
occurrence of infection with M. tuberculosis complex in other animal categories or feral or wild animals
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provided that measures have—been—implemented intended to prevent transmission of infection with
M. tuberculosis complex to cervids have been implemented.

Article 8.X.6.

Herd free from infection with M. tuberculosis complex in bovids or cervids

1)

To qualify as free from infection with M. tuberculosis complex, a herd of bovids or cervids should satisfy the
following requirements:

a)

OR

b)

the herd is in a country or zone free from infection with M. tuberculosis complex in bovids or in cervids
and is certified free by the Veterinary Authority;

the herd meets satisfies the following eenditions requirements:

i)
ii)

ii)

iv)

v)

vi)

infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;

no evidence of infection with M. tuberculosis complex has been detected in the herd for at least
the past 12 months;

bovids or cervids in the herd have shown no clinical signs of infection with M. tuberculosis
complex or lesions at ante- or post-mortem inspections for at least the past 12 months;

two tests have been performed with negative results at a minimum interval of six months on all
bovids or cervids over six weeks of age present in the herd at the time of testing. The first test
was performed at least six months after the removal of the last case;

bovids or cervids and their germplasm introduced into the herd comply with Articles 8.X.7.,
8.X.10., 8.X.11. and 8.X.12,;

for at least the past 12 months, there has been no evidence of infection with M. tuberculosis
complex in other herds of the same establishments or measures have been implemented to
prevent any transmission of infection with M. tuberculosis complex from these other herds;

to maintain the free status, either:

a)
OR

b)

the requirements in point 1 a) are met;

the requirements in points 1 b) i) to jii), v) and vi) are met and bovids or cervids in the herd:

i)

OR

OR

i)

OR

iv)

showed a negative result to an annual test to ensure the continuing absence of infection with
M. tuberculosis complex;

showed a negative result to a test every two years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 1% of all herds in the country or zone during the
past two years;

showed a negative result to a test every three years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 0.2% of all herds in the country or zone during the
past four years;

showed a negative result to a test every four years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 0.1% of all herds in the country or zone during the
past six years;
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i)  the risk of transmission of infection with M. tuberculosis complex from wildlife reservoirs has been
through activ rveillan

ii) all herds identified as being at risk are subjected to a testing programme commensurate with the
assessed epidemiological risk of infection with M. tuberculosis complex. In identifying herds at risk

the following should be considered:

B — a location associated with suspected or confirmed infection with M. tuberculosis complex
i) =
i) —

Article 8.X.7.

Recommendations for the importation of bovids and or cervids for breeding or
rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the bovids and or cervids:

1)  showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;

2) a) originate from a herd free from infection with M. tuberculosis complex that is in a country or zone free
from infection with M. tuberculosis complex; or

b) originate from a herd free from infection with M. tuberculosis complex and have been tested for
infection with M. tuberculosis complex with negative results within 30 days prior to shipment; or

c) have been isolated for at least 99-days six months prior to shipment including protection from contact
with animal any reservoirs of M. tuberculosis complex and all isolated animals showed negative results
to at least two consecutive tests carried out at a six-month interval, with the second test performed
within 30 days prior to shipment.

Article 8.X.8.

Recommendations for the importation of goats for breeding or rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;
2) the goats showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;

3) either:

a) the goats were have been kept since birth er-for-atieastsix-months priorto-shipment in herds in which

no case of infection with M. tuberculosis complex has been detected for the past three years; or

consecutive testscarrled out at a S|xmonth |ntervaI! W|th the second test Qerformed W|th|n 30 days
prior to shipment.
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Article 8.X.9.

Recommendations for the importation of bovids and or cervids for slaughter

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the bovids and or cervids:

1)

2)

showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;

either:

a) originate from a country, zone or herd free from infection with M. tuberculosis complex;

or

b) are not being culled as part of an eradication programme against infection with M. tuberculosis complex

and were tested for infection with M. tuberculosis complex with negative results within 30 days prior to
shipment.

Article 8.X.10.

Recommendations for the importation of semen of bovids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1)

2)

the donor males showed no clinical signs of infection with M. tuberculosis complex on the day of collection of

the semen;

the donor males either:

a) were kept in an artificial insemination centre complying with the provisions of Chapter 4.5. and
complied with Article 4.6.2.; or

b) were kept in a herd free from infection with M. tuberculosis complex that is in a country or zone free
from infection with M. rculosis complex; or

c) were kept in a herd free from infection with M. tuberculosis complex and showed negative results to a

tests performed within rior llection of th men, carried-out-annually and-the-semen

which was collected, processed and stored in eenfermity accordance with the—provisions—of
Articles 4.5.34., t6 4.5.5., and Articles 4.6.5. 10 4.6.7.

Article 8.X.11.

Recommendations for the importation of semen of cervids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1)

2)

the donor males showed no clinical signs of infection with M. tuberculosis complex on the day of collection of
the semen;

the donor males either:

a)

b)

were kept in a herd free from infection with M. tuberculosis complex in a country or zone free from

infection with M. tuberculosis complex and-which-only-acecepts-cervids-from-free-herdsin-afree-country;

er-zehe, or

were kept in a herd free from infection with M. tuberculosis complex and showed negative results to a
tests performed within 30 days prior to collection of the semen, earried-out-annually and-the-semen
which was collected, processed and stored in eenformity accordance with theprovisions—of Articles
45.34.,%t4.5.5, and Articles 4.6.5. 10 4.6.7.

Article 8.X.12.
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Recommendations for the importation of embryos of bovids and or cervids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor females either:

a) originated from a herd free from infection with M. tuberculosis complex in a country or zone free from
infection with M. tuberculosis complex; or

b)  were kept in a herd free from infection with M. tuberculosis complex, and were subjected to a test for

infection with M. tuberculosis complex with negative results during an isolation period of 30 days in the
establishment of origin prior to collection;

2) the semen used for embryo production complied with Article 8. X.10. or 8. X.11.;

3) the embryos were collected, processed and stored in accordance with the relevant provisions of
Chapters 4.7. t0 4.9.

Article 8.X.13.
Recommendations for the importation of milk and milk products of bovids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the milk or milk products:

1)  have been derived from bovids in a herd free from infection with M. tuberculosis complex; or
2) were subjected to pasteurisation or any combination of control measures with equivalent performance as

described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

Article 8.X.14.

Recommendations for the importation of milk and milk products of goats

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country and the milk or
milk products have been derived from goats kept in herds in which no case of infection with M. tuberculosis
complex has been detected for the past three years;

OR

2) the milk or milk products were subjected to pasteurisation or any combination of control measures with equivalent
performance as described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

—  Text deleted.
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Annex 15

CHAPTER 10.4.

INFECTION WITH AVIAN INFLUENZA VIRUSES

EU comment

The EU supports the proposed changes to this article.

[Article 10.4.1.]
[...]
Article 10.4.25.
Procedures for the inactivation of avian influenza viruses in eggs and egg products

The following times for industry standard temperatures are suitable for the inactivation of avian influenza viruses
present in eggs and egg products:

Core temperature (°C) Time
Whole egg 60 188 seconds

Whole egg blends 60 ‘ 188 seconds

Whole egg blends 61.1 94 seconds

Liquid egg white 56.7 232 seconds

Plain or pure egg yolk 60 288 seconds

Dried egg white 54.4 643 50.4 hours
Dri whi 51.7 73.2 hours

The listed temperatures are indicative of a range that achieves a 7-log kill of avian influenza virus. These are
listed as examples in a variety of egg products, but Where when scientifically documented, variances from these
times and temperatures and for additional egg products may also be suitable when they achieve the- equivalent
inactivation of the virus.

[..]
[Article 10.4.33.]

—  Text deleted.
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Annex 16

CHAPTER 11.11.

INFECTION WITH LUMPY SKIN DISEASE VIRUS

EU comment

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

Article 11.11.1.
General provisions

Lumpy skin disease (LSD) susceptible animals are cattle (Bos indicus and B. taurus) and water buffaloes
(Bubalus bubalis) and eecasienally certain wild ruminants.

For the purpose of the Terrestrial Code, LSD is defined as an infection of cattle {Bes-indieus-and-B—taurus) and
water buffaloes {Bubalus-bubalis) with lumpy skin disease virus (LSDV).

EU comment

The EU in general suggests clarifying what species are meant by the term "cattle', as
this seems not to be consistent across the OIE Code. Reference is made to our comment
on Chapter 6.X. (Annex 10).

The following defines infection with LSDV:

1) LSDV has been isolated from a sample from cattle or water buffaloes; or

2) antigen or nucleic acid specific to LSDV, excluding vaccine strains, has been identified in a sample from
cattle or water buffaloes showing clinical signs consistent with LSD, or epidemiologically linked to a
suspected or confirmed case, or giving cause for suspicion of previous association or contact with LSDV; or

3) antibodies specific to LSDV, which are not a consequence of vaccination, have been identified in a sample
from cattle or water buffaloes that either show clinical signs consistent with LSD, or are epidemiologically
linked to a suspected or confirmed case.

For the purposes of the Terrestrial Code, the incubation period for LSD shall be 28 days.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 11.11.2.

Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any
LSD related conditions regardless of the status of the animal population of the exporting country:

N

)  skeletal muscle meat;
2) casings;

3) gelatine and collagen;
4) tallow;

5) hooves and horns:.
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6) hernas—
Article 11.11.3.

Country or zone free from LSD

A country or a zone may be considered free from LSD when infection with LSDV is notifiable in the entire country,
importation of cattle and water buffaloes and their commodities is carried out in accordance with this chapter, and
either:

1) the country or zone is historically free as described in point 1 a) of Article 1.4.6.; or

2) the country or zone has prohibited vaccination, has not reported any case of infection with LSDV and a
clinical surveillance programme in accordance with Article 11.11.14. has demonstrated no evidence of
infection with LSDV in the country or zone for at least three years; or

3) the country or zone has prohibited vaccination, has not reported any case of infection with LSDV and a
clinical, virological and serological surveillance programme in accordance with Article 11.11.14. has
demonstrated no evidence of infection with LSDV in the country or zone for at least two years.

A country or zone free from LSD that is adjacent to an infected area country or zone should include a zone in
which surveillance is conducted in accordance with Article 11.11.14.

A country or zone free from LSD will not lose its status as a result of introduction of seropositive or vaccinated
cattle or water buffaloes or their commodities, provided they were introduced in accordance with this chapter.

Article 11.11.3bis.

Recovery of free status

1) When f LSD rs in ntry or zone previously free from LSD, one of the following waitin

b) 26 months after a stamping-out policy has been applied and during which period clinical surveillance
alone has been conducted in accordance with Article 11.11.14.;

c) when a stamping-out policy is not applied, Article 11.11.3. applies.

2) When preventive vaccination is conducted in a country or zone free from LSD, in response to a threat but

without the occurrence of a case of LSD, free status may be regained eight months after the last vaccination
when _clinical, virologi logi il in n with

Article 11.11.14.

EU comment

The EU understands that serological surveillance as referred to in this Article would be
done to substantiate absence of infection in unvaccinated animals only, as mentioned in
point 3) of Article 11.11.14. In case of high vaccination coverage in the country / zone
concerned, these would essentially be unvaccinated calves above the age of 6 months (to
avoid detecting maternal antibodies). On the other hand, serological tests on vaccinated
animals would be an indicator of success of the vaccination programme.

Article 11.11.4.
Recommendations for importation from countries or zones free from LSD

For domestic cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
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animals:
1)  showed no clinical sign of LSD on the day of shipment;
2) come from a country or zone free from LSD.
Article 11.11.5.
Recommendations for importation from countries or zones not free from LSD

For domestic cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1)  showed no clinical sign of LSD on the day of shipment;

2)  were kept since birth, or for the past 60 days prior to shipment, in an epidemiological unit where no case of
LSD occurred during that period;

3) were vaccinated against LSD according to manufacturer’s instructions at least 60 days prior to shipment;
4) were demonstrated to have antibodies at least 30 days after vaccination;
5) were kept in a quarantine station for the 28 days prior to shipment.

Article 11.11.6.

Recommendations for importation from countries or zones free from LSD

For semen of cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:

a) showed no clinical sign of LSD on the day of collection;

b) were keptin a free country or zone for at least 28 days prior to collection;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.
Article 11.11.7.
Recommendations for importation from countries or zones not free from LSD

For semen of cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor males:
a) showed no clinical sign of LSD on the day of collection and the following 28 days;

b)  were kept for the past 60 days prior to collection, in an artificial insemination centre where no case of
LSD occurred during that period;

¢) and EITHER:

) were regutarly vaccinated regularly against LSD according to manufacturer’s instructions, the first
vaccination being administrated at least 60 days prior to the first semen collection; and

i) were demonstrated to have antibodies against LSDV at least 30 days after vaccination;
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OR

iii)  were subjected to a serological test to detect antibodies specific to LSDV, with negative results, at
least every 14 days throughout the collection period and one test 14 days after the final collection
for this consignment; and

EU comment

Serological tests every 14 days are unpractical, given the unavailability of commercial
ELISAs and the fact that in-house tests would need to be performed under Safety Level
3 conditions. The EU therefore suggests replacing "at least every 14 days throughout the
collection period" by "at least every 28 days throughout the collection period" in point
iii) above, which would be in line with serological testing intervals for other diseases.

iv) were subjected to agent detection by PCR conducted on blood samples collected at
commencement and conclusion of, and at least every 14 days during, semen collection for this
consignment, with negative results; and

v)  the semen to be exported was subjected to agent detection by PCR;
2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.
Article 11.11.8.
Recommendations for importation from countries or zones free from LSD

For embryos of cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor females:

a) showed no clinical sign of LSD on the day of collection of the embryos;

b)  kept for at least 28 days prior to collection in a free country or zone;

2) the embryos were collected, processed and stored in accordance with Chapters 4.7., 4.8. and 4.9., as
relevant;

3) the semen used for the production of the embryos complied with Articles 11.11.6. or 11.11.7., as relevant.
Article 11.11.9.
Recommendations for importation from countries or zones not free from LSD

For embryos of cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1)  the donor females:
a) showed no clinical sign of LSD on the day of collection and the following 28 days;
b)  were kept in an establishment where no case of LSD occurred during the 60 days prior to collection;
¢) and EITHER:

i) were regularly vaccinated_regularly against LSD according to manufacturer’s instructions, the first
vaccination being administrated at least 60 days prior to the first collection; and

i) were demonstrated to have antibodies against LSDV at least 30 days after vaccination;
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OR

iii)  were subjected to a serological test to detect antibodies specific to LSDV, with negative results,
on the day of collection and at least 21 days after collection; and

iv)  were subjected to agent detection by PCR with negative results on a blood sample on the day of
collection;

2) the semen used for the production of the embryos complied with Articles 11.11.6. or 11.11.7., as relevant;

3) the embryos were collected, processed and stored in accordance with Chapters 4.7., 4.8. and 4.9.
Article 11.11.10.

Recommendations for the importation of milk and milk products

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the milk or the milk products:

1)  have been derived from animals in a country or zone free from LSD;
OR

2) were subjected to pasteurisation or any combination of control measures with equivalent performance as
described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

Article 11.11.11.

Recommendations for importation of products of animal origin from cattle and water
buffaloes intended for agricultural or industrial use

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) these products have been derived from animals that have been kept in a country or zone free from LSD
since birth or for at least the past 28 days; or

2) these products have been processed to ensure the destruction of the LSDV.
Article 11.11.12.

Recommendations for importation of meal and flour from blood, meat other than
skeletal muscle, or bones from cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) these products have been derived from animals in a country or zone free from LSD; or

2) a) the products were processed using heat treatment to a minimum internal temperature of 65°C for at
least 30 minutes;

b) the necessary precautions were taken after processing to avoid contact of the commodities with any
potential source of LSDV.

Article 11.11.13.
Recommendations for importation of hides of cattle and water buffaloes
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) these products have been derived from animals that have been kept in a country or zone free from LSD
since birth or for at least the past 28 days; or

2) these products had have been;
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b) dry-salted or wet-salted for a period of at least 14 days prior to dispatch; or

c) treated for a period of at least seven days in salt (NaCl) with the addition of 2% sodium carbonate

(Na,COs3); or
d) ried for ri f at least 42 t a temperature of at least 20°C.
Article 11.11.14.
Surveillance

1. General principles of surveillance

A Member Country should justify the surveillance strategy chosen as being adequate to detect the presence
of infection with LSDV given the prevailing epidemiological situation in accordance with Chapter 1.4. and
Chapter 1.5. under the responsibility of the Veterinary Authority.

The Veterinary-Authority Veterinary Services should implement programmes to raise awareness among
farmers and workers who have day-to-day contact with livestock, as well as veterinary paraprofessionals,
veterinarians and diagnosticians, who should report promptly any suspicion of LSD.

In particular Member Countries should have in place:
a) aformal and ongoing system for detecting and investigating outbreaks of disease;

b) a procedure for the rapid collection and transport of samples from suspected cases of infection with
LSDV to a laboratory for diagnosis;

c) asystem for recording, managing and analysing diagnostic and surveillance data.

2.  Clinical surveillance

Clinical surveillance requires the physical examination of susceptible animals.

Surveillance based on clinical inspection provides a high level of confidence of detection of disease if a
sufficient number of clinically susceptible animals is examined regularly at an appropriate frequency and
investigations are recorded and quantified. Clinical examination and diagnostic testing should be pre-
planned and applied using appropriate types of samples to clarify the status of suspected cases.

3. Virological and serological surveillance

An active programme of surveillance programme of susceptible populations to detect evidence of infection
with LSDV is useful to establish the status of a country or zone. Serological and molecular testing of cattle
and water buffaloes may be used to detect presence of infection with LSDV in naturally infected animals.

The study population used for a serological survey should be representative of the population at risk in the
country or zone and should include susceptible unvaccinated animals.

EU comment

Due to possible interference of maternal antibodies, the EU suggests adding a sentence
at the end of the paragraph above to also exclude young unvaccinated animals (under 6
months old) from serological surveillance in case the dam was vaccinated.

4. Surveillance in high-risk areas

Disease-specific enhanced surveillance in a free country or zone should be carried out over an appropriate
distance from the border with an infected country or zone, based upon geography, climate, history of
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infection and other relevant factors. The surveillance should be carried out over a distance of at least
20 kilometres from the border with that country or zone, but a lesser distance could be acceptable if there
are relevant ecological or geographical features likely to interrupt the transmission of LSDV. A country or
zone free from LSD may be protected from an adjacent infected country or zone by a protection zone.

—  Text deleted.
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Annex 17

CHAPTER 12.10.

INFECTION WITH BURKHOLDERIA MALLEI
(GLANDERS)

EU comment

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

Taking into account the proposed change to the designation of the disease and the title of
this chapter, the EU suggests changing the corresponding entry in the list of diseases in
Chapter 1.3. (i.e., replacing "glanders" by "infection with Burkholderia mallei' in
Article 1.3.4.).

Article 12.10.1.

General provisions

ids- Equids are the major hosts and reservoirs of glanders although
sScientific data are not available fer on the occurrence of infection in zebras. Camelids and various carnivores
including bears, canids and felids can also be infected but play no significant epidemielegical role in_the

idemiol f the di . Glanders is a significant and potentially fatal zoonotic disease-with-fatal-outcomeif

EU comment

Equids cannot be the host and reservoirs of glanders, but only of Burkholderia mallei.
The EU therefore suggests amending the paragraph above as follows:

"Equids are the major hosts and reservoirs of glanders Burkholderia mallei although
[...]".

Furthermore, it is well known that goats are sometimes infected with B. mallei as well.
The EU therefore suggests inserting ', goats" after ""Camelids"'.

Finally, the EU suggests amending the last sentence of the paragraph above as follows:
"Glanders is a rare but significant-and potentially fatal zoonotic disease'.

Indeed, while being a significant i.e. potentially fatal zoonosis when human infections do
occur, recent experience shows that human cases are extremely rare. This should be
reflected in the text.

For the purposes of the Terrestrial Code, glanders is defined as an infection of equids with Burkholderia mallei in
an-equid with or without the presence of clinical signs.

EU comment

For reasons of consistency with other disease specific chapters and established Code
format, the EU suggests replacing the word "glanders" by the words "infection with B.
mallei" in the paragraph above, and throughout the chapter as appropriate.

The following defines the occurrence of an infection with B. mallei:
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1)  B. mallei has been isolated from a sample from an equid; or

2) antigen or genetic material specific to B. mallei has been identified in a sample from an equid showing
clinical or pathological signs consistent with glanders, or epidemiologically linked to a confirmed or
suspected outbreak of glanders, or giving cause for suspicion of previous contact with B. mallei; or

3) antibodies specific to B. mallei have been identified by a testing regime appropriate to the species in a
sample from an equid showing clinical or pathological signs consistent with glanders, or epidemiologically
linked to a confirmed or suspected outbreak of glanders, or giving cause for suspicion of previous contact
with B. mallei.

For the purposes of the Terrestrial Code, the infective period of B. mallei in equids is lifelong and the incubation
period is six months.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 12.10.2.
Country or zone free from infection with B. mallei infeetion

A country or a zone that not comply with th int 1 f Article 1.4.6. may be considered free from infection
with B. mallei when:

1) glanders infection with B. mallei is has been a notifiable disease in the entire country for at least the past
three years;

2) either:

a) there has been no case eutbreak-and-no-evidence of infection with B. mallei in-equids during the past
three years.following-the-destruction-of the-lasteaseror

lasteaseuand%ereqs a surve/llance programme maslaeedenmnst#ahng%heabsenc&eﬁmfeeﬂen in accordance
with Article 12.10.8. has demonstrated no evidence of infection with B. mallei in the past 42 six months;

43) imports of equids and their germplasm into the country or zone are carried out in accordance with this chapter.
Article 12.10.3.
Recovery of free status

When a case is detected in a previously free country or zone, freedom from infection with B. mallei can be
regained after the following:

1)  a standstill of movements of equids and their germplasm from establishments affected infected or suspected
of being affeeted infected has been imposed until the destruction of the last case;

EU comment

The EU would prefer replacing the term "standstill" with the term "prohibition" in
point 1 above. Indeed, a standstill of equids (i.e. a complete freezing of all movements)
will be difficult to implement, especially before the diagnosis is laboratory confirmed.
Furthermore, depending on when the germplasm was collected (which could be years
before the infection), there is no need for a standstill but rather for a control of
movements.

2) an epidemiological investigation (trace-back, trace-forward), including investigations to determine the likely
source of the outbreak, have has been carried out;
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3) a stamping-out policy, which includes at least the destruction of all infected equids and cleansing and
disinfection of the affected infected establishments, has been applied;

EU comment

To avoid confusion, the term "infected establishments" in point 3 above should not be
used. Indeed, whereas an "infected zone" is defined, it is unclear what exactly an
"infected establishment" would be. The EU thus suggests the following alternative:

"[...] cleansing and disinfection of the establishments_accommodating infected animals".

4) increased surveillance in accordance with Article 12.10.8. has been carried out and has demonstrated net
detected-any no evidence of infection in the six months after stamping-out disinfection of the last infected
establishment and during that period measures have been in place to control the movement of equids.

EU comment

The EU reiterates its previous comment asking to delete the word "increased" from
point 4 above. We think that this is very relevant, and note that no explanation is given
in the introduction to the report on why that comment was not taken into account.

Indeed, as surveillance is to be carried out in accordance with Article 12.10.8., the use of
the word "increased" is superfluous and confusing. For example, it is not used in the
context of gaining free status (Article 12.10.2. point 3), and it is not clear what should be
"increased'" when carrying out surveillance for recovery of free status. Furthermore,
the term "increased surveillance' is used nowhere in the Code; other similar articles on
recovery of free status simply refer to "surveillance in accordance with Article X.Y.Z.".
The introduction of this term here would thus be inconsistent with other disease specific
chapters and could lead to confusion.

When the measures above are not carried out, Article 12.10.2. applies.
Article 12.10.4.

Recommendations for importation of equids from countries or zones free from
infection with B. mallei infeetion

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
equid:

1)  showed no clinical signs of glarders infection with B. mallei on the day of shipment;

2) either:

a) was kept for six months prior to shipment, or since birth, in a the-experting country or zone free from
infection with B. mallei; or

EU comment

For reasons of clarity and consistency with other chapters, the EU suggests inserting the
words "at least" before '"six months" in point 2 a) above.

b) was imported-in-accordance with-Article 12.10.5.; kept in an establishment in the exporting country for
at least 30 days and then n was subjected to a preseribed test with negative result en-a-sampletaken
e . .

EU comment

For clarity reasons, the EU suggests rephrasing point 2 b) above as follows:

OIE Terrestrial Animal Health Standards Commission/September 2016



http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_animal

"was kept in an establishment in the exporting country for at least 30 days and then

subjected with a negative result to a test for B. mallei carried out on a sample taken after
that period with-negativeresult".

Indeed, it is the date of sampling that is relevant, not the date of testing.

Article 12.10.5.

Recommendations for importation of equids from countries or zones econasidered
infeeted not free from infection with B. mallei

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
equid:

1)  showed no clinical signs of glarders infection with B. mallei on the day of shipment;

2) was kept for six months prior to shipment, or since birth, in an establishment where no case of glanders
infection with B. mallei was reported during the six 12 months prior to shipment;

EU comment

For reasons of clarity and consistency with other chapters, the EU suggests inserting the
words "at least" before '"six months" in point 2 above.

3) was isolated and subjected to two a-preseribed tests, with negative results on a samples taken during-the
30 days apart with the second sample taken within 10 days prior to shipment.

EU comment
For clarity reasons, the EU suggests rephrasing point 3 above as follows:

"was isolated, and during isolation was subjected to twe tests for glanders; carried out
with negative results on samples taken on two occasions at least 30 days apart, with the
second sample of which taken within during the 10 days prior to shipment."

Article 12.10.6.
Recommendations for the importation of equine semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor males animals:

a) showed no clinical signs of glanders infection with B. mallei on the day of collection; ardferthe

b)  were examined clinically for signs of orchitis, with negative results;were-kept-continuoush:

EU comment
For clarity reasons, the EU suggests rephrasing point b above as follows:

"were examined elinieally for clinical signs of [...]."

2) the semen was collected, processed and stored in accordance with the relevant recommendations in
Chapter 4.5. and in Articles 4.6.5. t0 4.6.7.

EU comment
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The EU supports the new references to Articles 4.6.5. to 4.6.7. in the point above, as
these contain rather generic recommendation, even if Chapter 4.6. in principle only
relates to bovine, small ruminant and porcine semen. We would however encourage the
OIE to revise that chapter in the future to include also equids.

Article 12.10.7.
Recommendations for the importation of in vivo derived equine embryos

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1)  the donor females animals:

a) showed no clinical signs of glanders infection with B. mallei on the day of collection andforthe

2) the embryos were collected, processed and stored in accordance with the relevant recommendations in
Chapters 4.7. and 4.9..-asrelevant;

3) the semen used for embryo production te—fertiise—the—ooeytes complies with the—recommendations—in
Article 12.10.6.

Article 12.10.8.

General Principles of surveillance
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EU comment

It is unclear what is meant by "susceptible populations' in the paragraph above — does
this include humans and camelids etc.? Indeed, glanders is defined as B. mallei infection
in equids (Article 12.10.1.), so the susceptible populations in the surveillance programme
should preferably be specified. The EU thus suggests replacing "susceptible
populations" by "equids".

A surveillance system in accordance with Chapter 1.4 should be under the responsibility of the Veterinary
Authority and should have in place:

a) formal and ongoin tem for detecting and investigatin tbreak.

EU comment

It is unclear why the term "disease' is used in point a) above. Indeed, infections should
be detected and investigated as well. The EU therefore suggests deleting the words " of
disease".

Furthermore, slaughterhouse findings should be mentioned as well.

propriate testin bility for glanders diagnosis;

EU comment

As point b) above deals with laboratory testing, instead of "glanders" (i.e. the disease),
the reference should be "infection with B. mallei".

c) asystem for recording, managing and analysing diagnostic, epidemiological and surveillance data;

d) tablished links with an OIE Reference Laboratory in f n for confirmat

EU comment

Point d) above seems excessive. Indeed, as surveillance must be carried out at almost all
time, even if the country is free of glanders, is it really necessary to have "established
links" with an OIE Reference laboratory? Is it not sufficient if the link is established
only in case the disease cannot be confirmed? This should not be a requirement but a
recommendation.

Furthermore, the EU suggests adding a point on animal identification and registration,
which should be done in accordance with Chapter 4.2.

The glanders surveillance programme should include an early detection system for reporting suspected cases.

Diagnosticians and those with regular contact with susceptible or infected equids should report promptly any
suspicion of glanders to the Veterinary Authority. The reporting system under the Veterinary Authority should be

supported directly or indirectly (e.g. through private veterinarians or veterinary paraprofessionals) by government

awareness programmes. Personnel responsible for surveillance should be able to call for assistance from a team

with expertise in glanders, epidemiological evaluation and control as part of their contingency plan.

EU comment

The wording regarding "susceptible or infected equids' should be revised. Indeed, all
equids are susceptible, and if an equid has regular contact with infected equids, there is
no need to report a suspicion because that equid is likely already infected, i.e. there is a
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need for confirmation. The EU suggests requiring that people handling equids should
report suspicions.

Furthermore, the wording of the last sentence of the paragraph above should be revised,
as it suggests that the personnel responsible for surveillance have a contingency plan
(e.g. by amending as follows: "[...] as part of their the country's contingency plan).

with B. mallei should be investigated immediately and samples should be taken and submitted to a laboratory.
This requires that sampling kits and other equipment be available to those responsible for the surveillance. Details

of the occurrence of suspected cases and how they were investigated and dealt with should be documented. This
hould incl the results of diagnostic testing and th ntrol m res to which th i ncerned wer
ject ring the investigation rantine, movement control).

Susceptible captive wild, feral and wild equine populations should be included in the surveillance programme.

EU comment

The word "Susceptible" should be deleted, as all equids are susceptible.

Surveillance should address not only the occurrence of clinical signs caused by B. mallei, but also evidence of
infection with B. mallei in th n f clinical signs.

Article 12.10.9.

Surveillance strategies

EU comment

In the paragraph above, the EU suggests inserting the words "for surveillance' after the
words "The strategy employed", and the words "and testing" after the words "or
targeted sampling" (clarity).

To detect infection or to determine the distribution and estimate the prevalence of infection either at the level of

the entire population or within targeted subpopulations, the design of the sampling strategy and frequency of
testing should incorporate epidemiologically appropriate design prevalence for the selected populations. The

mple siz lected for testing shoul tatistically relevant ti tect the pr n f_infection if it were t
occur at a predetermined minimum rate. The design prevalence and confidence level should be consistent with the
jectives ofth rveillan nd th idemiological situation.

he diagnostic tests empl houl nsidered in the design and in the interpretation of the resul
ined. Th rren f fal itive r ions h nsider nd the r which th fal
positives are likely to occur should be calculated in advance. Every positive result should be investigated to

determine whether it is indicative of infection or not. This involves supplementary tests, trace-back and trace-
forward, and inspection of individual animals and herds for clinical signs. Laboratory results should be interpreted

in the context of the epidemiological situation.

EU comment

In the paragraph above, the EU suggests inserting the words "during surveillance" after
the words "of the results obtained", and replacing the word "calculated" by the word

"estimated" (clarity).
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Furthermore, the EU suggests inserting the words ", including in cohort animals," after
"This involves supplementary tests', as well as the word "contact" after the words "and
inspection of individual"'.

Finally, the EU queries the difference between ""herds" (used in the second last sentence
of the paragraph above) and "epidemiological units'" (used in the paragraph below).

evidence is produced.

EU comment

In the paragraph above, it is not clear what "positive' refers to (in the context of "on
any equid positive or showing clinical signs''). Would this be positive in a serology
assay?

1 linical surveillan

Clinical surveillance aims at detecting clinical signs by close physical examination of equids. However,
clinical surveillance is of limited use only as asymptomatic carrier animals are the main reservoir of the

disease.

EU comment

In point 1 above, for reasons of clarity, the EU suggests moving the word "only" for the
sentence to read as follows:

"[...] However, clinical surveillance is only of limited use enly as asymptomatic |[...]".

[

Pathological an teriological surveillan

Systematic pathological surveillance is an effective approach for the detection of glanders and should be

conducted on dead equids on farms, at slaughterhouses/abattoirs and facilities for the disposal of carcasses
of equids. Suspicious pathological findings should be confirmed by agent identification and isolates should

be characterised.

rological surveillan

[l

Serological surveillance for glanders is the preferred strategy. Repeated testing of the equid population with
recommended tests is n ry to reach an table level of confiden

EU comment

The EU suggests deleting the words ''to reach an acceptable level of confidence', as they
do not add anything meaningful.

Furthermore, it should be specified that a condition for serological surveillance and
repeated testing to be acceptable is that all animals are individually identified and
registered.

4. Malleinisation

Frequently used as a surveillance method, malleinisation demonstrates hypersensitivity to antigens of B.
mallei. However, this method has shortcomings that should be considered when interpreting results.
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Annex 18

CHAPTER 15.1.

INFECTION WITH AFRICAN SWINE FEVER VIRUS

EU comment

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

Article 15.1.1.
General provisions

Fhe-Suids pig-and-its-close-relatives are the only natural non-arthropod hosts for African swine fever virus (ASFV).
These include all varieties of Sus scrofa (pig), both domestic and wild, and ican wild suid species includin
warthogs (Phacochoerus spp.), bushpigs (Potamochoerus spp.) and the giant forest hog (Hylochoerus
meinertzhageni).

For the purposes of this chapter, a distinction is made among between: domestic-pigs—{permanently-captive-and

domestic and captive wild pigs, permanently captive or farmed free range, used for the production of meat

or other commercial products or use, or for breeding;

wild and feral pigs;

=  African wild suid species.

All varieties of Sus scrofa are susceptible to the pathogenic effects of ASFV, while the African wild suids pigs are
not and may act as reservoirs of the virus irfection. Ticks of the genus Ornithodoros are the only known natural
arthropod hosts of the virus and act as reservoirs and biological vectors efthe-infection.

For the purposes of the Terrestrial Code, African swine fever (ASF) is defined as an infection of suids with ASFV.

The following defines infection with ASFV:

EU comment

The EU suggests inserting the words ''the occurrence of" before the words "infection
with ASFV'" in the sentence above. Indeed, it is the occurrence of infection that is
defined below, and not infection per se. (This comment would be valid also for other
disease-specific chapters.)

1) ASEV has been isolated from samples from a suid;

OR

2) antigen or nucleic acid specific to ASFV has been detected in samples from a suid showing clinical signs
suggestive of ASF or epidemiologically linked to a suspected or confirmed case of ASF, or from a suid giving
cause for suspicion of previous association or contact with ASFV, whether or not clinical signs or
pathological lesions consistent with ASF are present;

OR
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ASF, or givin for icion of previ iation or con with ASFV.

For the purpose of the Terrestrial Code, the incubation period in Sus scrofa is shall be 45 19 days.

EU comment

The EU does not agree with changing the incubation period from 15 to 19 days in the
Code chapter.

While it is true that the Manual states that " The incubation period in nature is usually 4
to 19 days", this does not seem relevant for the purposes of the Code.

Indeed, the Manual describes the maximum range of incubation period as determined in
experimental scientific studies, which not necessarily corresponds to common natural
situations. Practical experience however shows that the incubation period in the field in
general is much shorter than 15 days.

Thus, the incubation period of 15 days as defined for the purposes of the Code already
includes a significant safety margin, which has proven to be adequate to safeguard
international trade for many years. This has been certified by ASF experts, and also the
members of the OIE ad hoc group on ASF suggested keeping the incubation period at 15
days.

Therefore, there is no reason to change the incubation period in the Code, and there
should certainly be no automatic transfer to the Code of the maximum incubation
period described in the Manual (NB most disease-specific chapters of the Manual do not
even describe the incubation period.)

For these reasons, the EU requests that the incubation period be reverted to 15 days in
line with the proposal of the ad hoc group.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 15.1.2.

General criteria for the Determination determination of the ASF status of a
country, zone or compartment

1) ASF sheuld-be js a notifiable disease in the entire whele country, and all suids showing clinical signs

suggestive of ASF are subjected to appropriate field and /aboratory investigations;

2) an ongoing awareness programme is in place to encourage reporting of all eases suids showing signs
suggestive of ASF;

3) the Veterinary Authority has current knowledge of, and authority over, all domestic and captive wild pig

herds in the country, zone or compartment;

4) the Veterinary Authority has current knowledge of abeut the species of wild and feral pigs and African wild
suids present, their distribution, pepulation-and habitat ef-w4ld-pigs in the country or zone-;

5) for domestic and captive wild pigs, an appropriate surveillance programme in accordance with Articles
15.1.22. t0 15.1.25. and 15.1.27. is in place;

is in Qlace in accordance W|th Artlcle 15. 1 26 conS|der|ng the Qresence of naturaland art|f|C|aI boundarles
the ecology of the wild and feral pig and African wild suid populations and an assessment of the likelihood of
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ASF spr includin king in nt the presen f Ornith ros ticks where relevant;

based on the assessed likelihood of spread within the wild and feral pig and African wild suid populations,
and surveillance in accordance W|th Article 15 1 2 the domestlc and ca t/ve wild pig po ulatlon should b

nAfr| nw:/ » lations and pr frm rnlh |kwhr rIvn.

articles of this chapter from countries complying with the provisions of this article, even if they notify infection with

A

FV in wild or feral pi r African wil

Article 15.1.3.

Country or zone free from ASF free—ecountry, zone—or-compartment

1.

e

Historical fr m

A country or zone may be considered free from ASF without fermally—applying—a pathogen-specific
surveillance programme if the provisions of point 1 a) of Article 1.4.6. are complied with.

Eree-status-as-aresult of an-eradication-programme-Freedom in all suids

A country or zone which does not meet the conditions of point 1 above may be considered free from ASF
when it complies with all the criteria of Article 15.1.2. and when:

b) thereh nn f infection with ASFV during th t thr
0 12 hs when the eill has d ed

Freedom in domestic and captive wild pigs

A country or zone which does not meet the conditions of point 1 o 2 above or-a—compartment may be

considered free from ASF in domestic and captive wild pigs whg it complies with all the criteria of
Article 15.1.2. and when:

a)

ba) there has been no outbreak case of infection with ASFY in domestic or captive wild pigs during the past
hr rs; ri n r 12_months_when_th rveillance h monstr

viden f presence or involvement of Ornithodoros ticks;

b)

€)

cd) imperted-demestie-pigs and pig commodities are imported in accordance eemply with the-requirements
of in Articles 15.1.5. or to Article 15.1.617.

AND
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Article 15.1.3bis.

Compartment free from ASF

The establishment of compartment free from ASF should follow the relevant requirements of this chapter and the
rinciples in Ch rs4.3.and 4.4,

Article 15.1.3ter.

Establishment of a containment zone within a country or zone free from ASF

In_the event of limi reaks of ASF within ntry or zone previ ly free from ASF, including within

protection zone, a containment zone, which includes all outbreaks, may be established for the purpose of
minimising the impact on the entire country or zone.

In addition to the requirements for the establishment of a containment zone outlined in point 3 of Article 4.3.3., the
surveillance programme should take into account the presence and potential role of Ornithodoros ticks and of wild

nd feral pi nd African wil i nd any m res in pl to avoid their di rsion.
The fr f the ar tside th ntainment zone i n while th ntainment zone i in
lish Th fr f th r i h ntainment zone m rein irr ive of th

The recovery of the free status of the containment zone should follow the provisions of Article 15.1.4.

Article 15.1.4.
Recovery of free status

Should an ASE outbreak of ASE occur in a previously free country; or zone er-ecompartment, thefree its status
may be restored three months after the disinfection of the last infected establishment, provided that:

in th wher

;g s g re §;;§ggg§gg ;g gg |nvglvgg in ;hg gg ggmlglgg¥ gf ;hg mfggygn! hg§ t_zgg foIIowed by acaricide
treatment-and the use of sentinel pigs in the infected establishments for two months; er

EU comment

The EU supports the amendment proposed above. However it should be clarified that
this should also apply not only in cases where ticks are suspected to be involved, but also
when it is actually known that ticks are involved in the epidemiology of ASF. Thus, the
EU suggests inserting the words "known or'" before the words "suspected to be'.

2) surveillance in accordance with Article 15.1.25. has been carried out with negative results.

2) wherea-stamping-out-policy-isnot practised Otherwise, the provisions of point 2 of Article 15.1.3. apply
should-befollowed.

Article 15.1.5.

Recommendations for importation from ASF—free countries, zones or compartments free
from ASF
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For domestic and captive wild pigs

Veterinary Authorities should require the presentation of an international veterinary cetrtificate attesting that-the-animals:
1)  the animals showed no clinical sign of ASF on the day of shipment;

2) the animals were kept in an-ASF-free-country, zone or compartment free from ASFE since birth or for at least
the past 40-days three months;

3) if the animals are exported from a free zone or compartment within an infected country or zone, necessary
r tions were taken to avoi ntact with an I f ASFV.

Article 15.1.6.

Recommendations for importation from countries or zones econsidered —infeected with
not free from ASF

For domestic [ jld pigs
Veterinary Authorities should require the presentation of an international veterinary cerfificate attesting that the animals:

1)  showed no clinical sign of ASF on the day of shipment;

a) were kept since birth or for the past 40-days three months in an-ASF-free-compartment free from ASF:; or
b)

were kept in rantine station, isolated for rior hipment, and wer: jected t
virological n rological rform | 1 r entry into th rantin jon

with negative results.

Article 15.1.8.

Recommendations for importation from ASF—free countries, zones or compartments free
from ASF

For semen of domestic an tive wild pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor animals_males:

a) were kept in an-ASFHree country, zone or compartment free from ASF since birth or for at least 40
days three months prior to collection;

b)  showed no clinical sign of ASF on the day of collection of the semen;
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2) the semen was collected, processed and stored in eonformity accordance with the—previsions-of Chapters
4.5. and 4.6.

Article 15.1.9.

Recommendations for importation from countries or zones econsidered—infeeted with
not free from ASF

For semen of domestic and captive wild pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor animals males:

a) were kept in-an ASF-free compartment since birth or for at least 40-days three months prior to collection in
n lishment, in which surveillance in rdance with Articles 15.1.22. .24 I

that no case of ASF has occurred in the past three years; this period can be reduced to 12 months when

the surveillance demonstrates that there is no evidence of tick involvement in the epidemiology of the
infection;

b)  showed no clinical sign of ASF on the day of collection of the semen and-forthe-following-40-days;

2) the semen was collected, processed and stored in eonformity accordance with the—previsions-of Chapters
4.5. and 4.6.

Article 15.1.10.

Recommendations for importation from ASF-free countries, zones or compartments free
from ASF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1)  the donor females;

a) werekeptin Z r compartment free from ASF sin irth or for at | hree months prior

b)  showed no clinical sign of ASF on the day of collection of the embryos;

relevant;

32) the embryos were collected, processed and stored in eenfoermity accordance with the relevant provisions of
Chapters 4.7. and 4.9.;-asrelevant:

Article 15.1.11.

Recommendations for importation from countries or zones econsidered—infeected—with
not free from ASF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1)  the donor females:
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a) were kept m—an—ASlLiree eempa#ment—smce blrth or for at least 49—days three months prlor to
collection in_an i

demonstrates that no case of ASF hg§ occurred in the past ; ree years; ; is period can Qg ggg;ggg to
12mnh when th rv1/ln monstr. hat there is no evi f tick involvement in th
miol f the infection;

b)  showed no clinical sign of ASF on the day of collection of the embryos and-for-thefollowing-40-days;

c) wer j rological rform | 21 fter collection, with n ive resul

32) the embryos were collected, processed and stored in eonformity accordance with the relevant provisions of
Chapters 4.7. and 4.9..-asrelevant

Article 15.1.12.

Recommendations for importation from ASF-free countries, zones or compartments free
from ASF

For fresh meat of domestic an ive wil

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of fresh meat comes from animals which:

1) have been kept in an-ASFE-free country, zone or compartment free from ASF since birth erfer-atleast-the
past40-days; or which have been imported or introduced in accordance with Article 15.1.5. or Article 15.1.6.;

2) have been slaughtered in an approved slaughterhousel/abattoir, where they have been subjected with
favourable results to ante- and post-mortem inspections in accordance with Chapter 6.2..—and-have-been

Article 15.1.12bis.

Recommendations for importation from countries or zones considered infeeted with
not free from ASF

For fresh meat of domestic and captive wild pigs

1) the entire consiqnment of fresh meat comes from animals which oriqinated from herds in which surveillance
i wihAiI 15.1.22. to 15.1.24. demonstrates that f ASF h in th
three vears. This period can be reduced to 12 months when the s Th| n I t 12 month wh n th rveill ne monstrat th t th r

repr ive number of animals wer for ASF, with n |\-/r |

2) the entire consignment of fresh meat comes from animals which have been slaughtered in an approved

laughterhouse/abattoir, hav n subjected with favourable results to ante- an t-mortem in tion
in accordance with Chapter 6.2.;

3) necessary precautions have been taken after slaughter to avoid contact of the fresh meat with any source of
ASFV.

Article 15.1.13.

Recommendations for importation frem ASF free countries—or zones—of fresh meat of
wild and feral pigs

Cor frost € wilelpi
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

4H—the entire consignment of fresh meat comes from animals which:

la) have-been-killed-in-an-ASF-free-country-or-zone-have been Killed in a country or zone free from ASF in
accordance with point 1) or 2) of Article 15.1.3;

2b) have been subjected with favourable results to a post-mortem inspection in accordance with Chapter 6.2. in
an appreved examination eentre facility approved by the Veterinary Authority for export purposes,-anrd-have

beenfound-free of any-sign-suggestive of ASFE;.

Article 15.1.14.

Recommendations for the importation of meat products of pigs +(either domestie—or

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
products:

1)  have been prepared:

a) exclusively from fresh meat meeting the relevant conditions laid-dewn in Articles 15.1.12. 15.1.12bis. er and
15.1.13.-as+elevant;

b) in a processing establishment facility:
i) approved by the Veterinary Authority for export purposes;

i) processing only meat meeting the relevant conditions laid-dews in Articles 15.1.12. or 15.1.13.;-as
relevant;

OR

2) have been processed in an establishment facility approved by the Veterinary Authority for export purposes
so as to ensure the destruction of the ASFV in accordance with Article 15.1.19., and that the necessary
precautions were taken after processing to avoid contact of the product with any source of ASFV.

OIE Terrestrial Animal Health Standards Commission/September 2016



Article 15.1.16.

Recommendations for the importation of bristles {from pigs}

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these

products-bristles:

1) originated from domestic or captive Wlld olqs |n eeme—ﬁrem an—ASI'LfFee a country, zone or compartment free
it

2) have been processed in a facility approved by the Veterinary Authority for export purposes so as to ensure
the destruction of the ASFV.in rdance with one of the pr li in Articl .1.21bis, and that the
necessary precautions were taken after processing to avoid contact of the product with any source of ASFV.

Article 15.1.17. (Reinstated)

Recommendations for the importation of litter and manure from pigs

Authoriti i ntation of an international vt

1) riginated from domestic or captive wild pigs in a country, zone or compartment free from ASF;

2) have been processed in a facility approved by the Veterinary Authority for export purposes so as to ensure the
truction of the ASFV in rdance with one of the pr listed in Article 15.1.21ter., and that th
n r tions were taken after pr ing to avoi ntact of the pri t with an rce of ASFV.

Article 15.1.17bis.

Recommendations for the importation of skins and trophies from suids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
ifi ttesting that the pr ts:

1) riginated from suids in untry or zone free from ASF in accordance with Article 15.1. int1 or 2 an
have been pro in a facility approved by the Veterinary Authority for export pur| ,or

mpartment free from ASF and have been pr in_a facility approv the Veterinary Authority for

export purposes; or

32) have been processed in a facility approved by the Veterinary Authority for export purposes so as to ensure the
destruction of ASFV in accordance with one of the procedures referred to in Article 15.1.21., and that the

necessary precautions were taken after processing to avoid contact of the product with any source of ASFV.

Article 15.1.17ter.
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Recommendations for the importation of other pig products

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products:

1) riginated from domestic or tlv wil in ntry, zone or compartment free from ASF and hav

2) have been processed in a facility approved by the Veterinary Authority for export purposes so as to ensure
the destruction of ASFV, and that the necessary precautions were taken after processing to avoid contact of

the product with any source of ASFV.

Article 15.1.18.

Procedures for the inactivation of ASFV in swill

For the inactivation of ASFV in swill, one of the following pr: res shoul
1
2) the swill is maintained at a temperature of at least 121°C for at least 10 minutes at an absolute pressure of 3 bar; or

3) the swill is subjected to an equivalent treatment that has been demonstrated to inactivate ASFV.

Article 15.1.19.

Procedures for the inactivation of ASFV in meat
For the inactivation of ASFV in m ne of the following pr r houl

1. Heattreatmen

M houl i ne of the foll
a) heat treatment in a hermeticall | ntainer with a Fo val f 3. r more; or
b) heat treatment for at | minut t a minimum temperature of 70°C, which sh
throughout the meat.
2. Drycur ig meat
a i Meat should be cured with salt and dried for a minimum of six months.;
5)

Article 15.1.20.

Procedures for the inactivation of ASFV in casings of pigs

For the inactivation of ASFV present in casings of pigs, the following procedures should be used: treating for at
least 30 days either with dry salt (NaCl) or with saturated brine (Aw < 0.80), or with phosphate supplemented dry

salt containing ggg % NaCl 1Q7 °é Na,HPO, and 2.8 % NazPOs (weight/weight/weight), and kept at a

mperature of r than 12° his entir: ri

Article 15.1.21.

Procedures for the inactivation of ASFV in skins and trophies

1) bailing in water for an appropriate time so as to ensure that any matter other than bone, tusks or teeth is removed; or
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2) soaking, with agitation, in a 4 % (w/v) solution of washing soda (sodium carbonate — Na,CO3) maintained at
H 11.5 or above for at | 48 h ;
3)

4) in the case of raw hides, treating for at least 28 days with salt (NaCl) containing 2 % washing soda (sodium
carbonate — Na,COs); or

5) treatment with 1 % formalin for a minimum of six

Article 15.1.21bis.

Procedures for the inactivation of ASFV in bristles

Article 15.1.21ter.

Procedures for the inactivation of ASFV in litter and manure from pigs

For the inactivation of ASFV present in litter and manure of pigs, one of the following procedures should be used:

1) moist heat treatment for at least one hour at a minimum temperature of 55°C

2) moist heat treatment for at least 30 minutes at a minimum temperature of 70°C

Article 15.1.22.
Introduction to surveillance

Articles 15.1.22. to 15.1.27. provide recommendations for surveillance for ASF, and are complementary to
Chapters 1.4. and Ghapter 1.5.

he si ion. T roach | ke in nt the presen f wil rfrl r_African wil
i i i h f ASF i i
urveillance fi houl in the form of an ongoing programme designed to establish that tible
populations i Q a country, zone or cgmgartment are free frgm infection W|th ASFV or to ggtgct the |ntrggugtlgn of
ASFV int
which |ncluge.

the role of swill fi

the lack of pathognomonic gross lesions and clinical signs;

the occurrence of carriers;

the genotypic variability of ASFV.
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Article 15.1.23.

General conditions and methods for surveillance

1)

A _surveillance system in_accordance with Chapter 1.4. and under the responsibility of the Veterina
Authority shoul I the following:

ek k k& R

The ASF surveillan rogramme should:

a) incl n earl ion m_through he pr ion, marketing and pr i hain for
reporting suspected cases. Diagnosticians and those with regular tact wit igs should report
promptly any suspicion of ASF to the Veterinary Authority. The reporting system under the Veterinary
Authority should be supported directly or indirectly (e.g. through private veterinarians or veterinar
paraprofessionals) by government or private sector awareness programmes targeted to all relevant

takeholders. Personnel r nsible for rveillan houl le t k_experti in ASF
iagnosi idemiological evaluation an ntrol;

for example, where swill feeding is practi r those adjacen ASF inf niry or zone (for

where inf

Article 15.1.24.

Surveillance strategies

Intr ion
Th lation _cover: rveillan i i i infection should incl
captive wild, WIIg and feral suid gggg; gygng W|;h|n the gg;; ;g gr zgng §44rvglllgngg shou g t_zg gg gg§gg gf

infection status gf the coun ‘ try or zggg.

The strat m lish the prevalen r absen f infection with ASFV_may be based
randomised or_non-randomised clinical investigation or sampling at an acceptable level of statistical
confidence. If an increased likelihood of infection in particular localities or subpopulations can be identified
target mpling m n ropriate strategy. This may incl

viembe
of ASFV is Qercelved Such changes |nclude but are not I|m|ted to:

= an emergence or an increase in the prevalence of ASF in countries or zones from which live pigs or
products are imported;

an increase in the prevalence of ASF in wild or feral suids in the country or zone;

an increase in the prevalence of ASF in adjacent countries or zones;
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= N incre niry of, or ex I inf wild or feral sui lations from adjacen ntries or zon
= viden f involvement of ticks in th idemiol f ASF monstr rveillan
implemen in rdance with Ch r1.5.
2. linical surveillan
Clinical surveillance is the most effective tool for detecting ASF due to severe clinical signs and pathology
associated with infection with ASFV. However, due to the clinical similarity with other diseases such as
classical swine fever, porcine reproductive and respiratory syndrome and erysipelas, and those associated
with r|n ir VII’ 2 infection, clinical rveillan houl lement ropriat
rol | and virol | surveillan
signs or lesions suggestive of ASF are accompanied by high mortality should be investigated without delay.
Wild and feral suids rarely present the opportunity for clinical observation, but should form part of any
surveillance scheme and should, ideally, be monitored for virus as well as antibodies.
3.  Virological surveillance
a) toinvestigate clinically suspected cases;
b)  to monitor at risk populations;
c) tofollow up positive serological results;
d) investi incr mortality when ASF cann rul
e) to confirm eradication after a stamping-out policy has been applied.
Molecular detection methods can be applied to large-scale screening for the presence of virus. If targeted at
high-risk groups, they provide an oooortunltv for earlv detection that can considerably reduce the
) ( = i [
reatly enhan mol lar_anal fV|r in_endemic ar nd th |nvIv in reaks in
r revi ly fr r ASFE. Therefore, ASFV isol houl n n OIE Reference L rator
for further characterisation.
4. rological surveillanc

Serology is an effective and efficient surveillance tool. Serological surveillance aims at detecting antibodies
aqalnst ASFV Positive ASFV antlbodv test results can |nd|cate an onqomq or oast outbreaks since some

n|mIvarAF rol is not suitable for earl tection.
It m ibl r Il for _other surv r for ASF_surveillance. However, th
principles of survey design and the requirement for statistical validity should not be compromised.

Article 15.1.25.

Surveillance procedures for recovery of free status

f fr for the entir n r a zone, includin f.r” ntainment _zon hould show eviden f an
iv rveillan rogramm monstr. no eviden f infection with ASFV.

|rolog|cal andserologlcal testlng, Qlanned and |mglemented accordlng to the general condltlons and method
described in this chapter.
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Annex 18 (contd)

, I include:

(S -

lishments in the proximity of th reaks;

establishments epidemiologically linked to the outbreaks;

nimals moved from or ntinels or to r | ff lishments;
Il establishments wher nti lling h n carri t;

wild and feral suid populations in the area of the outbreaks.

Article 15.1.26.

Surveillance for ASFV in wild and feral pigs and African wild suids

b}

rveillan rogramm i |th rt monstrat thtmf t/nW|thA FV| not pri
= . : 5

b) relevance and practicality of assessing the possible presence of infection with ASFV in the population;

with domestic and captive wild pigs within the pr zone.

artificial barrlgrs. .

The surveillance programme may include animals found dead, road Kills, animals showing abnormal
behaviour and hunted animals, and may also include awareness campaigns targeted at hunters and
farmers.

Ther be situati wher more target urveillance programme can provide additional urance.
The criteria t fine high risk areas for targeted surveillance include:

a) reas wi history of ASF;

b) subregions with large populations of wild or feral pigs or African wild suids;
cl rder regions with ASF-affi ntri r zon

d

el

f)

(S

other risk areas determined by the Veterinary Authority such as ports, airports, garbage dumps and
icnic an mping ar
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Annex 18 (contd)

Article 15.1.27.

Surveillance for arthropod wvectors

Vector surveillance aims at defining the type and distribution of ticks of the genus Ornithodoros. Any species of

Ornithodoros should be considered a potential vector or reservoir of ASFV. The virus is generally transmitted
transstadially. Transovarial transmission has been observed only in ticks of the Ornithodoros moubata complex.

Th m nt Authority should have knowl f the presen istribution and identity of Ornith I kin
into account climatic or habitat changes that may affect distribution.

density of pigs in the country or zone.

Sampling methods include CO, trapping and flagging, and v. ming of burrows or structures.

—  Text deleted.
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Annex 19

CHAPTER 15.X.

INFECTION WITH PORCINE REPRODUCTIVE AND
RESPIRATORY SYNDROME VIRUS

Article 15.X.1.

EU comment

The EU thanks the OIE and in general supports the proposed changes to this draft new
chapter. Comments are inserted in the text below.

General provisions
The pig is the only natural host for porcine reproductive and respiratory syndrome virus (PRRSV).

For the purposes of the Terrestrial Code, porcine reproductive and respiratory syndrome (PRRS) is defined as an
infection of domestic and captive wild pigs with PRRSV.

The following defines infection with PRRSV:

1) astrain of PRRSV has been isolated from samples from a domestic or captive wild pig;

EU comment

For reasons of consistency with other disease-specific chapters of the Code, the EU
suggests deleting the words "a strain of'"', and replacing the word "samples" by "a
sample" in point 1) above.

Furthermore, from the wording of point 1 above it seems that the isolation of a live
vaccine virus strain would need to be considered as falling under the case definition,
which would not be adequate. Perhaps this could be solved by inserting the words "that
is not the consequence of vaccination'" after "PRRSV" in point 1) above, which would
be consistent with the wording of point 2) below. Alternatively, "isolation of a live
PRRSV vaccine strain'" could be added to point 3) below.

OR

2) viral antigen has-been-identified; or wiral ribonucleic acid specific to PRRSV, which is not a consequence of
vaccination, has been demenstrated-to-be-present detected in samples from a domestic or captive wild pig
epidemiologically linked to a confirmed or suspected outbreak of PRRS, or giving cause for suspicion of
previous association or contact with PRRSV, with or without clinical signs consistent with PRRS;

a different vaccine strain;

EU comment

The EU does not support the new point 3) above as proposed. As explained in the EU
comment on the corresponding point in the chapter on bluetongue (see Annex 28), live
attenuated vaccine virus naturally transmitted to an unvaccinated animal without
causing any clinical disease or other harm should not be included in the case definition.
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In analogy to the suggestion in the bluetongue chapter, we therefore suggest the
following amendments to point 3) above:

""3) antigen or ribonucleic acid specific to a yirulent revertant or reassortant of a
PRRSY live vaccine strain has been detected in samples from a domestic or captive wild
pig that was not vaccinated with that live vaccine strain is-unvaceinated;-or-has-been
vaeceinated-with-an-inaectivated-vaeeine;or-with-a-different-vaceinestrain_and showing

clinical signs consistent with PRRS, or epidemiologically linked to a suspected or
confirmed case;"

5

43) virus-speeifie antibodies specific against to PRRSV that are not a consequence of vaccination or maternally-
derived immunity; have been identified in samples from a domestic or captive wild pig in a herd showing
clinical signs consistent with PRRS, or epidemiologically linked to a confirmed or suspected outbreak of
PRRS, or giving cause for suspicion of previous association or contact with PRRSV.

EU comment

The EU queries whether the new insertion in point 4) above is adequate. Indeed,
maternally derived immunity could also be considered as being the consequence of
vaccination, as the immunity of the dam could be the result of vaccination. If that were
not the case, maternally derived immunity should give rise to suspicion that should
initiate further investigations.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 15.X.2.
Safe commodities

When authorising import or transit of the following commodities and any products made from these commodities
and containing no other tissues from pigs, Veterinary Authorities should not require any PRRS related conditions,
regardless of the PRRS status of the exporting country, zone or compartment:

1) hides, skins and trophies;

2) bristles;

3) meatand meat products from pigs that have passed ante- and post-mortem inspections;

4)  meat-and-bone meal,

5)  blood by-products:

56) casings;

6) gelatine.
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Article 15.X.3.
Country, zone or compartment free from PRRS
A country, zone or compartment may be considered free from PRRS when:
1) PRRS is a notifiable disease in the entire country;

2) an early detection system is in place;

K>

no evidence—of infection with PRRSV has been found in domestic and captive wild pigs during the past
12 months;

5) no vaccination against PRRS with inactivated vaccines has been carried out during the past 12 months;

B e

~
@

imperted pigs and pig commodities are imported or introduced in accordance with eemply—with—the
requirements-in Articles 15.X.5. to 15.X.444211.

Article 15.X.4.
Recovery of free status

Should a PRRS outbreak occur in a previously free country, zone or compartment, the free status may be
restored three months after the disposal or slaughter of the last case, provided that:

by—means—ef a stamping-out policy or the slaughter of all susceotlble animals in the infected herds; followed

by ggg g an g g@mfgg;g n of the fapm /i hm n n |m lement a—medmed—stampmg-eui
poliey with-or-witheut-emergen on- atus-can-be e eulling-of

— surveillance is has been carried out in accordance with Articles 15.X.451312. to 15.X.484615. with negative
results.

Where a stamping-out policy or depopulation by means of slaughter medified—stamping-out-policy—is are not
practised, theprovisions-of Article 15.X.3. applies.

Article 15.X.5.

Recommendations for importation from countries, zones or compartments free from
PRRS

For domestic and captive wild pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1)  showed no clinical sign of PRRS on the day of shipment;

2) were kept in a country, zone or compartment free from PRRS since birth or for at least the past three
months.

Article 15.X.6.
Recommendations for importation from countries or zones not free from PRRS

For domestic and captive wild pigs for breeding or rearing
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the

1) i i month

EU comment

The insertion of the requirement above seems logical at first sight, however it appears to
put into question the assurance provided by isolation and double serological testing as
required according to point 4) below. The EU is of the opinion that point 1) above is not
necessary and should be deleted.

2) showed no clinical sign of PRRS on the day of shipment;
32) have not been vaccinated against PRRS nor are they the progeny of vaccinated sows;

43) were isolated by application of biosecurity and subjected to a serological test for jnfection with PRRSY, with
negative results, on two occasions, at an interval of not less than 21 days, the second test being performed
within 15 days prior to shipment.

EU comment

The EU suggests prescribing the required isolation period in point 4) above, i.e. 28 days
as per pre-isolation prior to entry in Al centre. A clear recommendation indeed seems
necessary in order to avoid any possible disproportionate duration of pre-export
isolation set up by importing countries.

Article 15.X.7.
Recommendations for importation from countries or zones not free from PRRS

For domestic and captive wild pigs for slaughter

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals showed no clinical sign of PRRS on the day of shipment.

The pigs should be transported directly with appropriate biosecurity from the place of shipment to the
slaughterhouse/abattoir for immediate slaughter.

Article 15.X.88.

Recommendations for importation from countries, zones or compartments free from
PRRS

For semen of domestic and captive wild pigs
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor arimals males:

a) were kept in a country, zone or compartment free from PRRS since birth or for at least three months
prior to collection;

b)  showed no clinical sign of PRRS on the day of collection of the semen;

2) the semen was collected, processed and stored in conformity—with—theprovisions—of accordance with
Chapters 4.5. and 4.6.

Article 15.X.389.
Recommendations for importation from countries or zones not free from PRRS

For semen of domestic and captive wild pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor animals males have not been vaccinated against PRRS and either:
a) and-either

ai)  were kept, since birth or for at least three months prior to entry into the pre-entry isolation facility in an

establishment.in which no pigs have been vaccinated against PRRS and no infection with PRRSV was
detected within that period witheut-any evidence-of PRRS;

bi#) showed no clinical sign of PRRS and were serelogicallytested subjected to a serological test with

negative results on the day of entry into the pre-entry isolation facility;

chi) were kept in the pre-entry isolation facility for at least 28 days and were subjected to a serological test
with negative results atleast no less than 21 days after entry;

div) either:

i) have been kept in an artificial insemination centre where, at least every month, a statistically

representative sample of all donor males is subjected are-alt-bears-are-subjected, atleast-every

month; to a serologlcal test for nfeQﬂQn with PRRSV with negatlve resultsw

every 12 mgn;hg and at least once during their ggg;
OR
iib) er hav n kept in an artificial insemination centre where all pi nor mal

#}  have-beenkeptin-an-atificial-insemination-centre-where-all bears were subjected to serological
and virological examinations for infection with PRRSV, on serum samples taken serenegative

for—PRRS on the day of collection;

EU comment

For reasons of clarity, the EU suggests inserting the words "with negative results'" after
the words "serological and virological examinations' in point ii) above.

OR

2) the semen was collected, processed and stored in conformity-with-the-provisions—of accordance with the
relevant articles in Chapters 4.5. and 4.6.

OIE Terrestrial Animal Health Standards Commission/September 2016




Article 15.X.3%#10.

Recommendations for importation of in vivo derived embryos of domestic and captive
wild pigs from countries, zones or compartments free from PRRS

igin—Veterinary Authorities should require the presentation of
an international veterinary certificate attesting that:

1) the donor females were kept in a country, zone or compartment free from PRRS since birth or for at least
three months prior to collection;

2) the donor females showed no clinical sign of PRRS on the day of collection ef-the-embryes;

3) the embryos were collected, processed and stored in—conformity—with—therelevant—provisions—of |
accordance with Chapters 4.7. and or 4.9., as relevant;

I5

4) the semen used for the production of embryos complied with the provisions of Article 15.X.98. or 15.X.409.

Article 15.X.2211.

Recommendations for importation of in vivo derived embryos of domestic and captive
wild pigs from countries or zones not free from PRRS

Authoriti i i 1 1 1 ifi ting th

1) the donor females:

a) showed no clinical sign of PRRS on the day of collection efthe-embryos:;

b)  were subjected to a serological test for infection with PRRSV, with negative results, on two occasions,

at an interval of not less than 21 days, the second test being performed within 15 days prior to embryo
collection;

2) the embryos were collected, processed and stored in accordance with Chapters 4.7. or 4.9., as relevant;

3) the semen used for the production of embryos complied with the provisions of Articles 15.X.98. or 15.X.499.
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Article 15.X.3534312.

Introduction to surveillance

The following defines the principles and provides a guide to the surveillance for PRRS, complementary to
Chapter 1.4. This may be for the entire country, a zone or a compartment. Guidance is also provided for Member
Countries seeking recovery of PRRS status for the entire country, for a zone or for a compartment, following an
outbreak and for the maintenance of PRRS status.

Surveillance for PRRS should be in the form of a continuing programme designed to establish that domestic and
captive wild pig populations in a country, zone or compartment are free from infection with PRRSV or to detect the
introduction of PRRSV into a population already defined as free. Consideration should be given to the specific
characteristics of PRRS epidemiology that include:
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Annex 19 (contd)

he role of pig-to-pi n
the role of semen in transmission of the virus;

the existence possible occurrence of aerosol transmission ever-short-distances;

the existence of two distinct genotypes of PRRSV, also with antigenic and virulence variability among strains
of both genotypes;

the frequency of clinically inapparent infections, particularly in older arimals_pigs;
the possible occurrence of long-term virus-shedding even in the presence of antibodies;

the lack of a differentiating test for vaccinal antibodies and the inherent risks associated with the use of
modified live vaccines for PRRS.

Veterinary Authorities may have information on the genotype prevailing in the country but it should not be
assumed that the—absence—of the other genotype sheould—not-be-assumed is absent. Therefore, melecular
virological and serological tests used for surveillance should be able to detect both genotypes and antibodies to
both genotypes with similar sensitivity.

Article 15.X.3613.

General conditions and methods for surveillance

1)

A surveillance system in accordance with Chapter 1.4. and under the responsibility of the Veterinary
Authority should be in place and ireluding include the following aspesets elements:

a) formal and ongoing system for detecting and investigating outbreaks of PRRS;
b) a system for recording, managing and analysing diagnostic and surveillance data.

Fhe Any PRRS surveillance programme should:

a) include a-system-for the reporting and investigation of suspected cases. Diagnosticians and those with
regular contact with pigs should report promptly any suspicion of PRRS to the Veterinary Authority;

b) implement, when relevant, regular and frequent clinical inspections and /aboratory testing of
populations at high-risk of contracting or spreading disease, such as artificial insemination centres and
nucleus herds, establishments in high pig density areas or with lew lax biosecurity measures.

Article 15.X.373514.

Surveillance strategies

1.

Introduction

The objective of the surveillance is to estimate the prevalence of infection, demonstrate freedom from

infeetion or to detect introduction of PRRSV as soon as possible.
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Annex 19 (contd)

The surveillance strategy chosen should be justified as adequate to detect the presence of infection with
PRRSV in accordance with Chapter 1.4. and the epidemiological situation. Cumulative results of targeted
and general surveillance will increase the level of confidence in the surveillance strategy.

2. Clinical surveillance

Clinical signs and pathological findings are useful for early detection. Episodes of high morbidity or mortality
in young piglets and reproductive disorders in sows should also be investigated. Highly pathogenic strains
may affect pigs of all ages and can include severe respiratory signs. In PRRSV infections involving low
virulence strains, clinical signs may not be present or are seen only in young animals. Therefore, clinical
surveillance should be supplemented by serological and virological surveillance.

3. Virological surveillance

In_some circumstances such as clinical disease investigations and in high-risk populations, virological
surveillance may provide an advantage through earlier detection.

Virological surveillance should be conducted;

a) to monitor at high-risk populations;

b) toinvestigate clinically suspected cases;

c) tofollow up positive serological results.

Molecular detection methods are most commonly used for virological surveillance and can be also applied
to large-scale screening. If targeted at high-risk populations, they provide an opportunity for early detection
that can considerably reduce the subsequent spread of disease. Molecular analysis can provide valuable
information on genotype circulating in the country and enhance epidemiological understanding of the
pathways of spread in endemic areas and those involved in outbreaks in disease free areas.

4.  Serological surveillance

In the absence of a test differentiating infected from vaccinated animals (DIVA), serology in vaccinated

populations is less useful.

Maternal antibodies are generally detectable until four to eight weeks of age. The collection of samples
should therefore take account of the type of herd and the age structure of the pigs, with an emphasis on
older pigs. However, in countries or zones where vaccination has been recently discontinued, targeted
serological surveillance of young unvaccinated anrimals pigs older than eight weeks can indicate the
presence of infection.

Article 15.X.383615.
Additional surveillance requirements for recovery of free status

In addition to the general conditions described in this chapter, a Member Country declaring the recovery of
country, zone or compartment PRRS free status should provide evidence of an active surveillance programme to
demonstrate absence of infection with PRRSV.

This surveillance programme should cover:
1) establishments in the proximity of the outbreaks;

2) establishments epidemiologically linked to the outbreaks;
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Annex 19 (contd)

3) animals pigs moved from or used to repopulate affected establishments.

The pig herds should undergo regular clinical, pathological, virological and serological examinations, planned and
|mplemented accordlng to the general condltlons and methods descrlbed in these recommendatlons Ie—regam

—  Text deleted.
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Annex 20

CHAPTER 4.16.

HIGH HEALTH STATUS HORSE SUBPOPULATION

EU comment

The EU supports the proposed changes to this article.

[Article 4.16.1.]

[...]

Article 4.16.3.

Recommendations for the Veterinary Authorities

Organisations that are responsible for ensuring compliance with this chapter should be authorised and
supervised by the Veterinary Authorities. Veterinary Authorities are alse encouraged to develop specific
protocols for the temporary importation of horses of high health status entering the country for the purpose
of competition at equestrian events or for their onward movement to other such events and for their return
to their country of usual residence.

Veterinary Authorities are encouraged to recognise the international biosecurity plan developed by the FEI and
IFHA on the basis of the OIE Handbook for the Management of High Health, High Performance Horses. the
| OIE bi . el ; )

—  Text deleted.
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Annex 21

CHAPTER 4. 3.

ZONING AND COMPARTMENTALISATION

EU comment

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

Article 4.3.1.

Introduction

The purpose of this chapter is to provide recommendations on the principles of zoning and compartmentalisation
to Member Countries wishing to establish and maintain different subpopulations with specific health status within

their territory. These principles should be applied in accordance with the relevant chapters of the Terrestrial Code.
This chapter al tlin r which tradin rtners may r ni h lations.

Establishing and maintaining a disease-free status throughout the country should be the final goal for Member

Countrres However glven the difficulty of this thls e#estabhslmgandemamtmnmgﬂaﬁhseas&free%tatusieeanenme

there may be beneflts to a Member Country in establlshlng and malntalnlng a subpopulat/on with a el+stmet

specific health status within its territory for the purpose of disease control or international trade. Subpopulations
may be separated by natural or artificial geographical barriers or—in—certain—situations; by the application of
appropriate management.

EU comment

The EU in principle agrees with replacing "distinct'" with "specific" in the paragraph
above. However, we note that this has not been done throughout the chapter. Indeed,
"distinct health status'" and "distinct animal health status" are still used several times in
this chapter. The wording should preferably be consistent throughout the chapter.

Furthermore, while in principle agreeing with the insertion of "for the purpose of
disease control or international trade" in the paragraph above, the EU notes that the
purpose ""disease control" would apply only for a zone, not for a compartment. Indeed,
the word "control" implies that the disease could be present in a compartment, which
would go against the purpose of compartmentalisation where management, biosecurity
and surveillance practices are used to prevent the introduction of a disease in the
compartment with a view to attain a distinct health status to facilitate trade. This should
therefore be clarified somewhere in this chapter.

Finally, the EU suggests including the concept of disease prevention in the paragraph
above, as this is an important aspect of zoning.

%ease—eer#el—arﬂ%e#mtemayenal—tmde Whlle zonlng applles to an anlmal subpopulat/on deflned primarily on a
geographical basis (using—natural,—artificial-orlegal-beundaries), compartmentalisation applies to an animal
subpopulation defined primarily by management and husbandry practices related to biosecurity. In practice,
spatial considerations and good management, including biosecurity plans, play important roles in the application
of both concepts.
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eenfeFeJ—eFeFadwafﬂen—M%MH—a—MembePGeHn#yls—temiepy— Zonlng may encourage the more efﬂment use of

resources within certain parts of a country and compartmentalisation may allow the functional separation of a
subpopulation from other domestic animals or wild animals through biosecurity measwes which a zone {th;eugh
geoegraphical-separation) would not achieve through geog ggh@g §gggrgt|g na gg;;ntrg whgrg a g§gg§g is
ndemi lishment of fre m ist in th an n of th
Following a disease outbreak i revi fr niry or zon 19_ag_taje_¢seaae_cgﬂr_ol_a_d4_e
continuation of trade, the use of zonlng may aIIow a Member Country ’gg limit the extension of the disease to a
defined restricted area, while preserving the status of the remaining territory. the For the same reasons, the use of

compartmentalisation may allow a Member Country to take advantage of epidemiological links among
subpopulations or common practices relating to biosecurity, despite diverse geographical locations;—te-facilitate
disease-controlandlorthe-continuation-of-trade.

A Member Country may thus have more than one zone or compartment within its territory.

Article 4.3.2.

General considerations

The Veterinary Services of an—experting a Member eountry Country whieh that is establishing a zone or

compartment within its territory for—internationaltrade—purpeses should clearly define the subpopulation in
accordance with the recommendations in the relevant chapters in of the Terrestrial Code, including those on

survelllance and the /dent/f/cat/on and traceablllty of five an/mals Ihe—Vete#naﬁ/—Semee&ef—an—e*pemng—eeun#y

The procedures used to establish and maintain the distinct animal health status of a zone or compartment will
depend on the epidemiology of the disease, including in—particular the presence and role of vectors and
susceptible wildlife speeies; and environmental factors, as well as on the application of biosecurity and sanitary
measures.

Bi 1 n rveillan r ntial mponent f _zonin n mpartmentalisation n

The authority, organisation and infrastructure of the Veterinary Services, including laboratories, should be clearly
documented in accordance with the Chapters_3.1. and 3.2.—entheevaluationof Veterirarn/Serveces—ofthe
Ferrestrial-Code, to provide confidence in the integrity of the zone or compartment. The final authority ef over the
zone or compartment for the purposes of domestlc and mternatlona/ trade Iles with the Vetermary Authorlty The
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EU comment

The EU wonders whether the term ""documented" in the first sentence of the paragraph
above is appropriate. Indeed, while documenting the organisation and infrastructure of
the Veterinary Services is certainly important (e.g. for contingency plans), these need to
first of all be well established (e.g. in national law or a decree etc.) and also operational.
The EU therefore suggests amending the sentence as follows:

"The authority, organisation and infrastructure of the Veterinary Services, including

laboratories, should be elearly-decumented established and operate in accordance with
the principles and criteria of Chapters 3.1. and 3.2. [...]"

In the context of mamtalnlng the am a/ hea/th status of a popu/at/on lation of ntry, zone or

apply-beth te importations |nto a the country as weII as and to the movements of anlmals and their products into
the zones and—or compartments—Sueh—mevements should be the subject of approprlate Sanitary measures and

The Veterinary Services should provide movement certification, and carry out documented periodic inspections of

facilities, biosecurity, records and surveillance procedures. Veterinary Services should conduct or audit
surveillance, reporting and laboratory diagnostic examinations.

Industry’s responsibilities include the application of biosecurity, documenting and recording movements of
animals an rsonnel, quality assurance schemes, documenting corrective actions, conducting surveillance
rapid reporting and maintenance of records in a readily accessible form.

EU comment

The EU suggests inserting the words "and their products" after '""'movements of
animals" in the paragraph above. Indeed, products such as meat, milk, hatching eggs
and germinal products should be included here, but perhaps also manure and dead
animals.

Article 4.3.3.
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Principles for defining and establishing a zone or compartment;,—ineluding
. ; :

{n-cenjunction-with-the-abeve-censiderations;—the The following principles should apply when Member Countries

define a zone or a compartment.

1) The extent of a zone and its geographical limits should be established by the Veterinary Authority on the
basis of natural, artificial ard/or legal boundaries, and made public through official channels.

L & e F

el
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24) The factors defining a compartment should be established by the Veterinary Authority on the basis of
relevant criteria such as management and husbandry practices related to biosecurity, and made—public

communicated to the relevant industry through official channels.

EU comment

The EU suggests replacing the term "industry' with "operators''. Indeed, the operators
of the compartments should be the target, not the entire industry.

35) Animals and herds/flocks belonging to sueh subpopulations of zones or compartments need-te should be
recognisable as such through a clear epidemiological separation from other animals and all things factors
presenting a disease risk. For-a—zone—or-compartment—the-The Veterinary Authority should document in
detail the measures taken to ensure the identification of the subpopulation and the establishment and
maintenance of its health status through a biosecurity plan. The measures used to establish and maintain
the distinct animal health status of a zone or compartment should be appropriate to the particular
circumstances, and will depend on the epidemiology of the disease, environmental factors, the health status
of animals in adjacent areas, applicable biosecurity measures-(including movement controls, use of natural,
and artificial or legal boundaries, the spatial separation of animals, control of fomites, and commercial
management and husbandry practices), and surveillance.

EU comment

The word "and" before "commercial management' in point 3 above should be deleted
(syntax).

46) Relevant animals and animal products within the zone or compartment should be identified in such a way
that their movements are traceable. Depending on the system of production, identification may be done at
the herd/—flock let or individual animal level. Relevant animal movements into and out of the zone or
compartment should be well documented and controlled. The existence of a-valid an animal identification
system is a prerequisite to assess the integrity of the zone or compartment.

In
H

For a compartment, the biosecurity plan should describe the partnership between the relevant industry and
the Veterinary Authority, and their respective responsibilities. It should also describe the routine standard
operating procedures to provide clear evidence that the surveillance conducted, the live animal identification
and traceability system, and the management practices are adequate to meet the definition of the
compartment. In addition to information on controls of movements of relevant animals and animal products
animal-movement—controls, the plan should include herd/~er—flock production records, feed sources,
surveillance results, birth and death records, visitor logbook, morbidity and mortality history, medications,
vaccinations, documentation of training of relevant personnel and any other criteria necessary for evaluation
of risk management. The information required may vary in accordance with the species and diseases under
consideration. The biosecurity plan should also describe how the measures will be audited to ensure that the
risks are regularly re-assessed reassessed and the measures adjusted accordingly.

. . . g . _ . L imal I
been demonstrated by-surveillance in accordance with the relevant requirements of the Terrestr/al Code

EU comment

The EU does not support deleting the words ", infection or infestation" (see EU
comment on the definition of "disease" in Part B' of Annex 5 for rationale).
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So long as an ongoing surveillance demonstrates there is no occurrence of the specific disease—infection—or

infestation. the zone keeps maintains its free status.

EU comment

The EU does not support deleting the words ", infection or infestation' (see EU
comment on the definition of "disease" in Part B' of Annex 5 for rationale).

Article 4.3.5.

Infected zone

An infected zone is one either in WhICh a d/sease—mfeetien—er—mfestatfen—e{mer has been dlaqnosed or that does

EU comment

The EU does not support deleting the words ", infection or infestation" (see EU
comment on the definition of "disease' in Part B' of Annex 5 for rationale).

a_zone of a previously free country or zone previoustyfree, in which the disease has been introduced or

reintroduced, while the rest of the country or zone remains unaffected.

To gain free status in an infected zone, or regain free status following a disease outbreak in a previously free
zone, Member Countries should follow the recommendations in the relevant g ific chapters of the
Terrestrial Code.

Article 4.3.6.

Protection zone

A protection zone may be establlshed to preserve the an/mal health status of an an/mal Donu/at/on |n a free

nt ntri r_zon f different n|th Ithtt . A r ion zon n I|h within
i he free zone or within the fr ntry.

EU comment

The first sentence of the paragraph above reads a bit awkward (" A protection zone [...]
established to preserve the [...] status [...] from introduction of a pathogenic agent [...]).
The EU suggests rephrasing the sentence as follows:

""A protection zone may be established to preserve the animal health status of an animal
population in a free country or a free zone frem by preventing the introduction of a
pathogenic agent of a specific disease [...]".
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Furthermore, the EU does not support deleting the words ", infection or infestation"
(see EU comment on the definition of "disease" in Part B' of Annex 5 for rationale).

Biosecurity and sanitary measures should be |mglemented in the Qrotect/on zone based on the anlmal

revailing in h i nt inf ntri r zon

These measures should include intensified movement control and surveillance and specific animal identification

nd animal tr: ility to ensure that animals in the protection zone are clearly distinguishable from other
lations, and m Iso incl

B

12) ion of all or at risk ible animals;

23) testing or vaccination of animals moved;

34) ific pr res for sample handling, di hing an ing;

45) enhanced biosecurity including disinfection procedures for vehicles/vessels, vehicles for transportation of
fi r fi r,an ibl mpul rout

56) specific surveillance of susceptible wildlife and relevant vectors;

64) awaren mpaigns aim t th lic or target t br rs, traders, hunters or veterinarians.

Article 4.3.7.

Containment zone

In the event of limited outbreaks in a country or zone previously free from a disease, a containment zone, which
incl Il reaks m tablished to minimise the impact on the rest of th ntry or zon

A containment zone is an infected zone that should be managed in such a way that commodities for international
trade can be shown to have originated from inside or outside the containment zone.

the outbreaks are epidemiologically linked-related and all contained within the defined boundaries of the
containment zone;

3)

4) clear identification of the susceptible animal population within the containment zone enabling its recognition

as belonging to the containment zone;

EU comment

It is not clear what is meant by "clear identification of the susceptible animal population
within the containment zone' — specific / additional ear tags on each animal? What
about wild animals?

Furthermore, the word "clear" is not necessary and should be deleted. Indeed, the
animals must be identified and registered as belonging to the zone. Therefore, the words
"and registration' should be inserted after the word "identification'.

OIE Terrestrial Animal Health Standards Commission/September 2016



5) incr iv nd tar rveillance in rdance with Ch r1.4. in the r f th ntry or

when there is one! to Qrevent spread of the /nfect/on from the contalnment zone to the rest of the countg
zone.

For the effectiv tablishment of ntainment zone, it is n t monstrate that either:

a) there hav n no new in th ntainment zone within a minimum of two in tion periods from th

OR

b) the containment zone comprises an infected zone where outbreaks may continue to occur and a protection

zone, where no outbreaks have occurred, which separates the infected zone from the rest of the country or
zZone.

EU comment

In point b) above, the EU suggests replacing the word "outbreaks' by the word "cases",
for consistency with the wording of point a) above.

The free status of the containment zone should be regained in accordance with Article 1.4.6. or relevant disease-
specific chapters.

Article 4.3.8.

Bilateral recognition by trading countries

importing cguntrg the basis for claiming a d|§tlngt an/mgl health §tatU§ fgr the given zone or cgmgaﬁmgnt gndg

consideration.

The exporting country should be able to demonstrate, through detailed documentation provided to the importing
that it has implemented the recommendations in the Terrestrial for establishing and maintainin

such a zone or compartment.

that this is the case.

—  Text deleted.
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Annex 22

DRAFT CHAPTER 4 .X.

VACCINATION

EU comment

The EU in general supports the proposed draft new chapter. Comments are inserted in
the text below.

Article 4.X.1.
Introduction and objectives

In general, vaccination is intended to control and prevent the occurrence of a disease and reduce the
transmission of the pathogenic agent. For the purpose of disease control, vaccines should induce immunity that,
ideally, prevents infection. However, some vaccines may only prevent clinical signs, or reduce multiplication and
shedding of the pathogenic agent. Vaccination may contribute to improvement of animal and human health,
animal welfare, agricultural sustainability and to reduction of the use of antimicrobial agents in animals.

EU comment

The first sentence of the paragraph above seems a bit too general and mixes different
concepts. The EU suggests mentioning disease prevention first, then disease control of
which reduction of transmission is one element. The following alternative wording is
suggested:

"In-general;v-Yaccination is intended to eentrel-and prevent the occurrence of a disease
or to control a disease and reduce the transmission of the pathogenic agent."

In the second sentence, the EU suggests inserting the words "prevention and" before the
word "control". Indeed, sterile protective immunity is also the goal of preventive
vaccination.

The vaccination strategy applied depends on technical and policy considerations, available resources and the
feasibility of implementation. The recommendations in this chapter are intended for all diseases for which a
vaccine exists.

EU comment

The EU suggests inserting the words '"cost-benefit analyses' after "technical and policy
considerations" in the above paragraph, as this will also influence the vaccination
strategy.

In addition to other disease control measures, vaccination may be a component of a disease control programme.
The prerequisites to enable a Member Country to successfully implement vaccination include compliance with:

-

) the recommendations on surveillance in Chapter 1.4;
2)  the relevant provisions in Chapters 3.1. and 3.4.;
3) the recommendations on vaccination in the disease-specific chapters;

4) the principles of veterinary vaccine production in Chapter 1.1.8. of the Terrestrial Manual.

EU comment
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The EU suggests replacing point 4 above by a general reference to the Terrestrial
Manual. Indeed, other chapters of the Manual would be important to comply with as
well, such as Chapter 1.1.9.; the Part C (requirements for vaccines) of all disease specific
chapters; and Section 3.7. In short, the vaccines used should at least comply with OIE
standards as recommended in the Terrestrial Manual.

However, as the numbering of chapters of the Manual can change, there should be only
generic reference to the Manual chapters.

The objective of this chapter is to provide guidance to Member Countries for successful implementation of
vaccination in support of disease control programmes. The recommendations in this chapter may be refined by
the specific approaches described in the disease-specific chapters of the Terrestrial Code.

EU comment

In the first sentence of the paragraph above, the EU suggests inserting the words
"prevention and" before the word "control'". Indeed, vaccination is also implemented
preventively.

Furthermore, the EU suggests clarifying the scope of this chapter in the paragraph
above, which should be limited to listed diseases and to official government vaccination
programmes (as opposed to private schemes).

Finally, the paragraph on objectives should be moved up to beginning of this article.

Standards for vaccines are described in the Terrestrial Manual.
Article 4.X.2.

Definitions

For the purpose of this chapter:

Vaccination programme: means a plan to apply vaccination to an epidemiologically appropriate proportion of
the susceptible animal population for the purpose of disease control.

Emergency vaccination: means a vaccination programme applied in immediate response to an outbreak or
increased risk of introduction or emergence of a disease.

Systematic vaccination: means an ongoing routine vaccination programme.

EU comment

The EU queries whether the definition of ""emergency vaccination' should be restricted
to that applied in response to an outbreak. Indeed, "preventive vaccination" (i.e. applied
in response to increased risk of introduction or emergence of a disease) can also take the
form of "systematic vaccination', i.e., become an ongoing routine programme.
Therefore, "preventive vaccination" could be defined separately (i.e., not part of the
definition of ""emergency vaccination''). Taking into account the descriptions in Art.
4.X.3., this would indeed make sense.

Vaccination coverage: means the proportion of the target population to which vaccine was administered during
a specified timeframe.

Population immunity: means the proportion of the target population effectively immunised at a specific time.
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Article 4.X.3.

Vaccination programmes

EU comment

In line with the EU comment above asking to limit the scope of this chapter to listed
diseases and official government vaccination programmes (as opposed to private
schemes), the EU suggests adding the word " Official" to the title of this article (and
whenever "vaccination programme(s)" is used throughout this chapter), for it to read as
follows:

"Official vaccination programmes''.

Indeed, it would be important to clearly distinguish official national or regional
vaccination programmes under the responsibility of the Veterinary Authority from the
ones organised by e.g. producer organisations representing the private sector, or private
practicing veterinarians.

The objectives of a vaccination programme should be defined by the Veterinary Authority before the
implementation of the vaccination taking into account the epidemiology of the disease, the species affected and
their distribution. If these factors indicate that the programme should be expanded beyond national boundaries,
the Veterinary Authority should liaise with the Veterinary Authorities of neighbouring countries.

EU comment
The EU suggests adding the following at the end of the paragraph above:

"[...] with a view to agreeing on and implementing a common disea ntrol strat

When appropriate, a regional approach to harmonise vaccination programmes is recommended.

EU comment

In the sentence above, the EU suggests inserting the words "disease control
encompassing' after "a regional approach to'. Indeed, the harmonised vaccination
programmes should be embedded in a regionally coordinated disease control strategy.

Vaccination programmes may include systematic vaccination and emergency vaccination.

1)  Systematic vaccination in infected countries aims to reduce the incidence of a disease with the objective of
control and possible eradication. In disease free countries or zones, the objective of systematic vaccination
is to limit the impact in the case of an introduction of disease .

2) Emergency vaccination provides an adjunct to the application of other essential biosecurity and disease
control measures and may be applied to control outbreaks. Emergency vaccination may be used in
response to:

a) an outbreak in a free country or zone;

b) an outbreak in a country or zone that applies systematic vaccination, but when vaccines are applied to
boost existing immunity;

c) an outbreak in a country or zone that applies systematic vaccination, but when the vaccine employed
does not provide protection against the strain of the pathogenic agent involved in the outbreak;

d) achange in the risk of introduction or emergence of disease in a free country or zone.

Vaccination programmes should consider other ongoing animal health related activities involving the target
population. This can improve the efficiency of the programme and reduce the cost by sharing resources.

Article 4.X.4.
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Launching a vaccination programme

When deciding whether to initiate a vaccination programme the Veterinary Authority should consider the
following:

EU comment

The list below should not be considered exhaustive, as many other factors could be
relevant, depending on the disease, its epidemiology and the geographical / climatic
conditions of the country concerned. Therefore, the EU suggests inserting the words
"among others' after ''should consider" in the sentence above.

1) the probability that the disease cannot be rapidly contained;

EU comment

For clarity reasons, please add the words "by other means than vaccination' at the end
of point 1 above.

2) anincreased incidence of an existing disease;

3) anincreased likelihood of introduction or emergence of a disease;

4) the density of susceptible animals;

5) aninsufficient level of population immunity;

6) the risk of exposure of specific subpopulations of susceptible animals;

7) the suitability of vaccination as an alternative to or an adjunct to other disease control measures such as a
stamping-out policy;

8) the availability of resources;

9) cost-benefit considerations of vaccination, including the impact on trade.

EU comment

The EU suggests adding a point to the list above in relation to vectors. Indeed, for
vector-borne diseases, the occurrence of competent vectors, their density / abundance,
the seasonality etc. should also be considered.

Furthermore, a point should be added in relation to zoonotic diseases and their likely
impact on public health.

Another point could be added in relation to the capacity of the country to conduct post-
vaccination surveillance, and thus its ability to detect silent pathogen circulation under
the radar when the vaccination coverage / population immunity is inadequate or wanes
with time.

As also wildlife or other domestic species not targeted by the vaccination programme
(e.g. small ruminants in FMD) can play an important epidemiological role, these should
also be considered in a separate point.

In addition, the availability of live, inactivated, vectored, or marker vaccines and
corresponding DIVA tests could be added as well.

Further points could be added on the following issues:

- risk analysis (‘risk taken when vaccinating’ versus ‘risk taken when not vaccinating’,
taking into account the risk-benefit ratio of the vaccine under consideration;
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- the epidemiological situation (‘endemic’ versus ‘circumscribed’);

- whether the target animals are identified and registered vs. the investment needed to
ensure this in view of the vaccination programme (for follow-up and certification
purposes, and to avoid unnecessary re-injections;

- reduction of exposure of neighbouring countries or zones.

Finally, trade considerations and legal restrictions (e.g. legal provisions with regard to a
certain disease such as free status) should also be considered.

Article 4.X.5.

Vaccination strategies

Different vaccination strategies may be applied alone or in combination, taking into account the
epidemiological and geographical characteristics of occurrence of the disease. The following strategies
may be applied:

1) Blanket vaccination: vaccination of all susceptible animals in an area or an entire country or zone.

EU comment

In point 1 above, it is not clear what the difference is between an area and a zone.
Perhaps it is not necessary to make that distinction, which may give rise to confusion.

2) Ring vaccination: vaccination primarily of all susceptible animals in a delineated area surrounding
the establishments where an outbreak has occurred. To prevent outward spread of disease,
vaccination should be applied from the outer boundary of the area inwards.

EU comment

Perhaps "establishments' is not the appropriate term to be used in point 2 above.
Indeed, one could think of a village or common grazing land. Thus, perhaps the term
"epidemiological unit" should be used here instead.

3) Barrier vaccination: vaccination in an area along the border of an infected country or zone to
prevent the spread of disease into or from a neighbouring country or zone.

EU comment

The concept of "protection zone'" could be mentioned in point 3 above, as the "area
along the border" could correspond to a protection zone.

4) Targeted vaccination: vaccination of a subpopulation of susceptible animals defined by a greater
likelihood of exposure or severity of the consequences.

EU comment
The words "of the disease'" should be added at the end of point 4 above (clarity).

Furthermore, the words ", or feasibility' should be added at the end of point 4). Indeed,
vaccination of wildlife will usually be more difficult to achieve or may not be possible at
all, meaning that even if wildlife is affected by a particular disease and plays a role in its
epidemiology, one must sometimes settle for vaccination of domestic animals only.

Article 4.X.06.
Critical elements of a vaccination programme

In addition to the choice of vaccine, the vaccination programme should include the following critical
elements and be communicated to all stakeholders.
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EU comment

The choice of the vaccine (if a choice is indeed available) is the first critical element of
any vaccination programme. Vaccines are often efficient tools, but they have
nevertheless their limits (specific indications, side effects, galenic form restricting its use
to specific subpopulations (wildlife versus domestic animals), etc. A cross-reference to
Article 4.X.7. could also be considered.

1.  Target population

The vaccination programme should define the animal population to be vaccinated and the geographical
area where the target population is located.

The target population may include the entire susceptible population or an epidemiological relevant
subpopulation depending on the likelihood of exposure, the consequences of the disease, the role of the
different subpopulations in the epidemiology of the disease and the resources available. The target
population may include wildlife.

Factors to consider in determining the target population may include species, age, maternal immunity, sex,
production types, geographical distribution as well as the number of animals and herds. These factors
should be reviewed and updated regularly.

2. Vaccination coverage

In practical terms, it may be difficult to immunise the entire target population. The vaccination programme
should define the minimum vaccination coverage necessary for the minimum population immunity required
to achieve the objectives of the programme. The minimum population immunity required will vary according
to the epidemiology of the disease, density of susceptible animals and geographical factors.

EU comment

The words ", virulence of the pathogen" could be inserted after "epidemiology of the
disease" in the paragraph above, as the minimum population immunity required varies
also according to the virulence of the pathogen.

Measuring population immunity during the monitoring of the vaccination programme may assist to identify
subsets of the target population that have not been adequately immunised.

3.  Stakeholder involvement

The vaccination programme should demonstrate good governance by the Veterinary Services and clearly
identify the involvement of different stakeholders including other government agencies, farmers, farmer
organisations, private sector veterinarians, non-governmental organisations, veterinary paraprofessionals,
local government authorities and vaccine suppliers. Stakeholder acceptance of vaccination is crucial for the
success of the vaccination programme. Different stakeholders should preferably be involved in the planning
and implementation of vaccination, the awareness campaigns, the monitoring of vaccination, the production
and delivery of vaccines and the financing of the vaccination programme.

EU comment

It is not clear what is meant by ""The vaccination programme should demonstrate good
governance by the Veterinary Services"'.

Furthermore, the term "government agencies" is too specific and may not be relevant
for all countries depending on their government structures. It should thus be replaced
by ""government authorities' or '"public authorities" or '""national competent
authorities".

4. Resources

Vaccination programmes may often span several years. To achieve the desired objective, human, financial
and material resources should be available throughout the estimated duration of the vaccination programme.
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5. Actions and timeline

The vaccination programme should describe the responsibilities, expected deliverables and timeline for each
activity.

6. Timing of vaccination campaigns

The vaccination programme should describe the periodicity of the vaccination campaigns. Depending on the
disease and type of vaccine, animals may be vaccinated once or several times during their lifetime.

The objective of the vaccination campaign is to achieve the necessary vaccination coverage and the
minimum population immunity in the target population within a defined timeframe. The vaccination campaign
should be implemented in such a manner as to ensure that the majority of the target population is
immunised within as short a time as possible. The vaccination programme should include a detailed
description of the implementation of the vaccination campaigns, including frequency and starting and ending
dates of each campaign.

EU comment

As the objective could also be to maintain the population immunity, the EU suggests
amending the first sentence of the paragraph above as follows:

"The objective of the vaccination campaign is to achieve the necessary vaccination
coverage, and the minimum population immunity in the target population within a
defined timeframe, or to maintain the population immunity.".

The frequency, timing and duration of the vaccination campaigns should be determined taking into
consideration the following factors:

a) vaccine characteristics and manufacturer’s directions for use;
b) accessibility of the target population;

¢) animal handling facilities;

d) animal body condition and physiological state;

e) geographical factors;

f) climate conditions;

g) awareness, acceptance and engagement of stakeholders;

h)  types of production systems and animal movement patterns;
;) timing of agricultural, social or cultural activities;

J) availability of resources.

‘ EU comment

A further point could be added to the list above regarding vector activity or seasonality.
Indeed, this would be relevant for certain vector-borne diseases.

‘ In addition, a point on availability of authorised vaccines could also be added.

7. Auditing of the vaccination campaigns

The vaccination programme should include periodic auditing of the vaccination campaigns. Auditing ensures
that all components of the system function and provide verifiable documentation of procedures. Auditing
may detect deviations of procedures from those documented in the programme.

EU comment

For reasons of clarity, we suggest amending the first sentence sa follows:

OIE Terrestrial Animal Health Standards Commission/September 2016



0o

"The vaccination programme should include periodic auditing of all the actors involved
in the vaccination campaigns."

Indeed, it is the actors involved in the vaccination campaign that are audited.

Indicators related to the vaccination campaign include:

a) proportion of animals and herds vaccinated within the defined timeframe;

b)  number of vaccine doses used compared with number of animals vaccinated;

c) number of reports of breaches of the cold chain;

d) performance of vaccinator teams in respect of the standard operating procedures;
e) timing and length of the campaign;

f)  overall cost and cost per individual animal vaccinated.

To enable auditing of the vaccination programme, a recording system should be in place to measure the
indicators above.

EU comment

It should be mentioned in the point above that a serological post vaccination monitoring
should preferably be part of this auditing system.

Furthermore, for reasons of clarity, the word "auditing' should be replaced by
"measuring the effective conduct" in the last sentence.

Article 4.X.7.
Choice of vaccine

Depending on the disease, several vaccines may be available. To achieve the objectives of the vaccination
programme, the choice of a vaccine depends on different factors including:

1. Availability and cost

a) availability of the vaccine in adequate quantities at the time required;

b) capacity of the providers to supply the vaccine for the duration of the vaccination campaign and to
respond to increased needs;

c) flexibility in the number of doses per vial to match the structure of the target population;

d) a comparison of the costs of vaccines that meet the technical specifications established in the
vaccination programme.

EU comment

A further point to be added above is the legal status of a given vaccine, i.e., marketing
authorisation in the target country. Indeed, this could have an effect on "availability"'.

2. Vaccine characteristics

a) Physical characteristics
—  route and ease of administration;
- volume of dose;
—  type of adjuvant and other components.
b)  Biological characteristics
- immunity against circulating strains;
- live, inactivated or biotechnology-derived vaccines;
—  number of strains and pathogens included in the vaccine;

- potency of the vaccine;
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— onset of immunity;

- shelf-life and expiry date;

—  thermostability;

- duration of the effective immunity;

- number of doses required to achieve effective immunity;

- effect on the ability to differentiate infected from vaccinated animals, at the individual or group
level;

- suitability of vaccine formulation for species in the target population;

—  safety for the environment.

EU comment

A further point to be added above is "safety for the consumer". Indeed, this is
important for food producing animals (i.e., residues in milk, meat etc.), and usually part
of the marketing authorisation procedure.

c) Side effects

- adverse reactions;

EU comment
The point above could be supplemented as follows:

"adverse reactions (frequency. duration and intensity of e.g. vaccine reaction, vaccine

complication, vaccinial disease, vaccine failure)".

- transmission of live vaccine strains.

EU comment
The point above could be reworded as follows:

"for live vaccines, spread of the vaccine strain to non-vaccinated animals and persistent
circulation of vaccine strains with or without reversion to virulence".

Article 4.X.8.
Logistics of vaccination

Vaccination campaigns should be planned in detail and well in advance considering the following elements:

EU comment

The legal basis for a vaccination campaign, including a possible legal obligation for the
vaccination and compensation of farmers for possible side effects, should also be in place
before a vaccination campaign can start.

1. Procurement of vaccine

The vaccine selected for use in a vaccination programme should be subjected to the registration procedure
of the country, which is congruent with the recommendation of the International Cooperation on
Harmonisation of Technical Requirements for Registration of Veterinary Medical Products (VICH).

EU comment

The EU suggests replacing the term '"'registration procedure" in the paragraph above
and throughout the text by the term "marketing authorisation procedure', as this is the
term used in the legal system of the EU and many other countries. Indeed, vaccines
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should be subject to a marketing authorisation by the competent authority, not merely
to a "registration'.

Furthermore, it should be mentioned that the vaccine should preferably be authorised in
the country before the start of the vaccination campaign.

For systematic vaccination campaigns, the process of procurement of the selected vaccine should be
initiated in advance to ensure timely delivery to meet the timeframe of the vaccination campaign.

National disease contingency plans should provide for emergency vaccination. These provisions may allow
for simplified procedures to procure vaccine and grant authorisation for temporary use. If vaccination is to be
used systematically, definitive registration should be obtained.

EU comment

The first sentence of the paragraph above is too prescriptive. Indeed, the choice of
reverting to vaccination for a given disease will depend on the epidemiology of that
disease and the legal provisions of the country concerned. In addition, for some animal
diseases no vaccine is available.

Vaccine banks, established in accordance with Chapter 1.1.10. of the Terrestrial Manual, facilitate the timely
procurement of vaccines.

EU comment

The word "procurement" in the sentence above should be replaced by "availability", as
indeed the procurement is done in advance and thus facilitates / accelerates the
availability of the vaccine in a crisis situation.

2. Implementation of the vaccination programme

In addition to the vaccine itself, the planning of the vaccination campaigns should include the procurement of
all necessary equipment and consumables as well as standard operating procedures to:

EU comment

The EU suggests inserting the words "the establishment of'"" before the words "standard
operating procedures', as indeed the latter are not procured.

a) implement the communication plan;

b) establish, maintain and monitor the fixed and mobile components of the cold chain;

c) store, transport and administer the vaccine;

d) clean and disinfect equipment and vehicles, including heat sterilisation of reusable equipment;
e) dispose of waste;

f)  identify vaccinated animals;

g) ensure safety and welfare of animals and vaccination teams;

h)  record activities of vaccination teams;

i) document vaccinations.

The availability of appropriate animal handling facilities at the vaccination site is essential to ensure effective
vaccination as well as safety and welfare of animals and vaccination teams.

3. Human resources

Vaccination should be conducted by appropriately trained and authorised personnel under the supervision of
the Veterinary Authority. The vaccination programme should provide for periodic training sessions including
updated written standard operating procedures for field use.
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The number of vaccination teams should be sufficient to implement the vaccination campaign within the
defined timeframe. The vaccination teams should be adequately equipped and have means of transport to
reach vaccination sites.

EU comment

We suggest inserting the following after ''should be adequately equipped:
"(e.g. to ensure maintenance of the cold chain, when relevant)".

4.  Public awareness and communication

The Veterinary Authority should develop a communication strategy in accordance with Chapter 3.3., which
should be directed at all stakeholders and public to ensure awareness and acceptability of the vaccination
programme, its objectives and potential benefits.

The communication plan may include details on the timing and location of the vaccination, target population
and other technical aspects that may be relevant for the public to know.

5.  Animal identification

Animal identification allows for the differentiation of vaccinated from non-vaccinated animals and is required
for the monitoring and certification of vaccination.

Identification can range from temporary to permanent identifiers and can be individual or group-based.
Animal identification should be carried out in accordance with Chapters 4.1. and 4.2.

6. Record keeping and vaccination certificates

Vaccination programmes under the Veterinary Authority’s responsibility should provide for maintenance of
detailed records of the vaccinated population.

Whenever needed, the Veterinary Services should consider issuing official certificates of the vaccination
status of animals or groups of animals.

7. Additional animal health related activities

In addition to vaccination against a specific pathogenic agent, vaccination programmes may include other
animal health-related activities such as vaccination against other pathogenic agents, treatments,
surveillance, animal identification and communication.

Including additional animal health-related activiies may enhance the acceptability of the vaccination
programme. These activities should not negatively affect the primary objective of the vaccination
programme.

Simultaneous vaccination against multiple pathogenic agents may be conducted, provided that compatibility
has been demonstrated and the efficacy of the immune response against each of the pathogenic agents is
not compromised.

Article 4.X.9.
Evaluation and monitoring of a vaccination programme

The vaccination programme should provide for outcome-based evaluation and monitoring to assess the
achievements of the vaccination programme. Evaluation and monitoring should be carried out periodically to
enable the timely application of corrective measures and to enhance the sustainability of the vaccination
programme.

Based on the objectives and targets of the vaccination programme, the following outcomes should be assessed:

1)  vaccination coverage stratified by species, geographical location and type of production system;

2) population immunity measured by testing, stratified by species, geographical location and type of production
system;

OIE Terrestrial Animal Health Standards Commission/September 2016




12

3) frequency and severity of adverse reactions;

4) reduction of incidence or prevalence.

EU comment

The following additional point could be added as well:

"S) in case the objectives and targets of the vaccination programme are not achieved,
reasons for non-compliance and ways to remedy".

Article 4.X.10.
Exit strategy of a vaccination programme

The vaccination programme may provide for an exit strategy to cease vaccination. The cessation of vaccination
may apply to the entire target population or to a subset of it, as defined by the risk of exposure and as determined
by the Veterinary Authority.

Criteria to cease vaccination may include:

1) eradication of the disease in a country or zone has been achieved;
2) risk analysis demonstrates sufficient reduction of likelihood of introduction or emergence of the disease;

3) reduction of the incidence or prevalence of the disease to a level where alternative measures such as
stamping-out may be sufficient to achieve disease control;

4) inability of the programme to meet the desired objectives;

5) adverse public reaction to the vaccination programme.

EU comment
The following additional point could be added as well:

""6) new cost-benefit analysis leads to decision to cease vaccination programme''.

When the achievement of disease free status requires the cessation of vaccination, the Veterinary Authority
should prohibit vaccination and take appropriate measures to control remaining vaccine stocks as well as vaccine
importation.

The cessation of vaccination may require the revision of the contingency plan and enhanced biosecurity, sanitary
measures and surveillance for early detection of disease.

EU comment

Import policy / rules might need to be reviewed as well (introduction of animals only
from countries or zones with the same sanitary status).

Article 4.X.11.
Impact on disease status and management of vaccinated animals

Vaccination has proved its capacity to help prevent, control and eradicate diseases in addition to or as alternative
to stamping-out. However, depending on the disease and type of vaccine used, vaccination may mask underlying
infections, affect disease surveillance and have implications for the movement of vaccinated animals and their
products.

EU comment

The first sentence of the paragraph above is too general, especially as regards
"alternative to stamping-out". Indeed, while this might be true for some diseases, it is
certainly not universal for all animal diseases. Thus, the EU suggests inserting the words
"For certain diseases," at the beginning of the paragraph above.
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When appropriate, vaccination programmes should include provisions for the management of vaccinated animals
such as ‘vaccination to live’ or ‘suppressive vaccination’ policies. Disease-specific chapters of the Terrestrial Code
provide additional recommendations on the management of vaccinated animals.

Disease free countries or zones applying systematic or emergency vaccination in response to a change in the risk
of occurrence of a disease should inform trading partners and the OIE, as appropriate. Unless otherwise specified
in the relevant disease-specific chapters, vaccination of animals does not affect the disease status of the country
or zone, and should not disrupt trade.

EU comment

The second comma in the last sentence of the paragraph above should be deleted, so that
the first part of the sentence relates also to the last part. Indeed, as specified in certain
disease-specific chapters (e.g., FMD), starting a vaccination programme can indeed lead
to a disruption of trade, as it may lead to a different health status of the vaccinated
animal population and thus prevent an importing country that is not vaccinating from
continuing trade.

—  Text deleted.
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Annex 23

CHAPTER 4.8.

COLLECTION AND PROCESSING OF OOCYTES AND
IN VITRO PRODUCED EMBRYOS/OOCYTES FROM
LIVESTOCK AND HORSES

EU comment

The EU in general supports the proposed changes to this chapter. Comments are
inserted in the text below.

Article 4.8.1.
Aims of control

Production of embryos in vitro involves the collection of oocytes from the ovaries of donors, in vitro maturation
and fertilisation of the oocytes, then in vitro culture to the morula/ or blastocyst stage at which they are ready for
transfer into recipients. The purpose of official sanitary control of in vitro produced embryos intended for
movement internationally is to ensure that specific pathogenic organisms, which could be associated with such
embryos, are controlled and transmission of infection to recipient animals and progeny is avoided. The conditions
outlined in this chapter are also applicable where the movement of in vitro maturing (IVM) oocytes is intended.

Article 4.8.2.
Conditions applicable to the embryo production team
The embryo production team is a group of competent technicians, including at least one veterinarian, to perform
the collection and processing of ovaries/ and oocytes and the production and storage of in vitro produced
embryos. The following conditions should apply:
1)  The team should be approved by the Competent Authority.

2) The team should be supervised by a team veterinarian.

3) The team veterinarian is responsible for all team operations which include the hygienic collection of ovaries
and oocytes and all other procedures involved in the production of embryos intended for international
movement.

4) Team personnel should be adequately trained in the techniques and principles of disease control. High
standards of hygiene should be practised to preclude the introduction of infection.

5)  The production team should have adequate facilities and equipment for:

a) collecting ovaries and/or oocytes;
b)  processing of oocytes and production of embryos at a permanent or mobile laboratory;

c) storing oocytes andfor embryos.
These facilities need not necessarily be at the same location.

6) The embryo production team should keep a record of its activities, which should be maintained for
inspection by the Veterinary Authority Services for a period of at least two years after the embryos have
been exported.

7) The embryo production team should be subjected to regular inspection at least once a year by an Official
Veterinarian to ensure compliance with procedures for the sanitary collection and processing of oocytes and
the production and storage of embryos.
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Annex 23 (contd)

Article 4.8.3.
Conditions applicable to the processing laboratories

A processing laboratory used by the embryo production team may be mobile or permanent. It may be contiguous
with the oocyte recovery area or at a separate location. It is a facility in which oocytes which have been recovered
from ovaries are then matured and fertilised, and where the resulting embryos are further cultured in vitro.

Embryos may also be subjected to any required treatments such as washing and storage and quarantine in this
laboratory.

Additionally:

1)  The laboratory should be under the direct supervision of the team veterinarian and regularly inspected by an
Official Veterinarian.

2)  While embryos for export are being produced prior to their storage in ampoules, vials or straws, no oocyte/
or embryo of a lesser health status should be recovered or processed in the same laboratory.

3) The laboratory should be protected against rodents and insects.

4) The processing laboratory should be constructed with materials which permit its effective cleansing and
disinfection. This should be done frequently and always before and after each occasion when embryos for
export are processed.

EU comment

There is no reference anywhere in this chapter to the need for a laminar flow facility in
which to handle/process the oocytes/embryos. The EU suggests that this article is the
appropriate place to include this. Alternatively, there could be a cross reference to the
IETS manual here.

Article 4.8.4.
Conditions applicable to donor animals

Oocytes for the in vitro production of embryos are obtained from donors basically in two different ways: individual
collection or batch collection. The recommended conditions for these differ.

Individual collection usually involves the aspiration of oocytes from the ovaries of individual live animals on the
farm where the animal resides, or at the laboratory. Occasionally oocytes may also be recovered from individual
live donors by aspiration from surgically excised ovaries. When oocytes are recovered from individual live animals,
the conditions for these donors should resemble those set out in Article 4.7 .4.

In these cases the cleaning and sterilisation of equipment (e.g. ultrasound guided probes) is especially important
and should be carried out between each donor in accordance with the recommendations in the Manual of the
International Embryo Transfer Society (IETS).

Batch collection involves the removal of ovaries from batches of donors slaughtered at a slaughterhousel/abattoir
thereafter—abattoir); these ovaries are then transported to the processing laboratory where the oocytes are
recovered from the ovarian follicles by aspiration. Batch collection has the disadvantage that it is usually
impractical to relate the ovaries which are transported to the laboratory to the donors which were slaughtered at
the abattoir. Nevertheless, it is critical to ensure that only healthy tissues are obtained and that they are removed
from the donors and transported to the laboratory in a hygienic manner.

EU comment
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At the end of the first sentence of the paragraph above, the EU suggests adding the
words "or slicing technique' so as to complete the list of methods which are available
for the collection of oocytes. Indeed, slicing is a well-established method to
instrumentally open the follicle and release the oocytes into a buffer filled petri dish.

Additionally:

1) The Veterinary Authority should have knowledge of the herdfs) or flock{s} from which the donor animals
have been sourced.

2)  The donor animals should not originate from herds or flocks that are subject to veterinary restrictions for foot
and mouth disease;—rfinderpest and or peste des petits ruminants, and neither should the removal of any
tissue or aspiration of oocytes take place in an infected zone, or one that is subject to veterinary restrictions
for those diseases.

EU comment

While in general supporting the deletion of the reference to rinderpest in the above
point, the EU wonders whether other diseases — in addition to FMD and PPR — should
be mentioned here. Indeed, further diseases that can be transmitted via the tissues at
issue (i.e. ovaries, blood) could be of relevance in this context (including e.g. certain
herpesviruses in horses, but also rinderpest, in case it should reoccur). The EU would
thus ask the OIE to preferably define such a list, or alternatively refer to a possibly
existing IETS list.

3) In the case of oocyte recovery from live donors, post-collection surveillance of the donors and donor herdfs)
or flock{s} should be conducted based on the recognised incubation periods of the diseases of concern to
determine retrospectively the health status of donors.

4) In the case of oocyte recovery from batches of ovaries collected from an slaughterhouselabattoir, the
abattoir it should be officially approved and under the supervision of a veterinarian whose responsibility is to
ensure that ante-mertem and post-mortem inspections of potential donor animals are carried out, and to
certify them to be free of clinical or pathological signs of the diseases listed in point 2.

5) Donor animals slaughtered at an slaughterhousel/abattoir should not have-been be animals designated for
compulsory slaughter for a notifiable disease and or should-ret be slaughtered at the same time as such
animals dene om-which ie her-ti i m

6) Batches of ovaries and other tissues collected from an slaughterhousel/abattoir should not be transported to
the processing laboratory before confirmation has been obtained that ante- and post-mortem inspection of
donors has been satisfactorily-completed-carri t with favourable results.

7) Equipment for the removal and transport of ovaries and other tissues should be cleaned and sterilised
before use and used exclusively used for these purposes.

8) Records of the identities and origins of all donors should be maintained for inspection by the Veterinary

ity Services for a period of at least two years after the embryos have been exported. While this may

be difficult to achieve in the case of batch collection, it is to be expected that the identities of the herds or
flocks from which the donors originated will be maintained.

Article 4.8.5.
Optional tests and treatments

A supplementary approach for ensuring that in vitro produced embryos do not transmit disease is by testing
various materials to confirm the absence of pathogenic erganisms agents listed in point 2 of Article 4.8.4.

EU comment

The OIE Manual does not usually prescribe tests that can be used on the
matrices/material mentioned in points 1) to 3) below for the various pathogenic agents of
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concern. The EU proposes that if IETS or any other OIE reference laboratory has
validated any such tests, then this could be usefully incorporated into the OIE Manual.
Same comment applies to Article 4.8.6.3.b) below.

Tests may also be used to assess whether quality control procedures being applied in the processing laboratory
are of an acceptable standard.

Tests may be carried out on the following materials:

1) non-viable oocytes/ or embryos from any stage of the in vitro production line from batches intended for
export;

2) samples of in vitro maturation medium taken prior to mixing the oocytes with semen for the fertilisation
process;

3) samples of embryo culture medium taken immediately prior to embryo storage.

EU comment

In order to complete the list of options for testing, the EU suggests adding a 4™ point as
follows:

"4) a pool of at least three washes of the washing medium used for the oocytes/the
embryos".

These samples should be stored at 4°C and tested within 24 hours. If this is not possible, then the samples
should be stored frozen at minus 70°C or lower.

Additionally:

1) Semen used to fertilise oocytes in vitro should meet the health requirements and-standards—set-out in
Chapter 4.6. as appropriate to the species.

When the donor of the semen used to fertilise the oocytes is dead, and when the health status of the semen
donor concerning a particular infectious disease or diseases of concern was not known at the time of semen
collection, additional tests on the spare embryos may be required to verify that these infectious diseases
were not transmitted.

An alternative may be to test an aliquot of semen from the same collection date.

2)  Any biological product of animal origin, including co-culture cells and media constituents, used in oocyte
recovery, maturation, fertilisation, culture, washing and storage should be free of from living—pathogens
pathogenic ggents. Media should be sterilised prior to use by approved methods in accordance with the
IETS Manual' and handled in such a manner as to ensure that sterility is maintained. Antibiotics should be
added to all fluids and media as recommended in the IETS Manual'.

3) All equipment used to recover, handle, culture, wash, freeze and store oocytes/ or embryos should be new
or cleaned and sterilised prior to use as recommended in the IETS Manual’.

Article 4.8.6.

Risk management

With regard to disease transmission, transfer of in vitro produced embryos is a low risk method for moving animal
genetic material although the risk is not quite as low as for in vivo derived embryos. It should be noted that
categorisation of diseasest and disease pathogenic agents by the IETS, as described for in vivo derived embryos
in Article 4.7.14., does not apply in the case of in vitro produced embryos. Irrespective of the animal species,
there are three phases in the embryo production and transfer process that determine the final level of risk. These
are as follows:

1) the first phase comprises the risk potential for ovary,/oocyte/ or embryo contamination and depends on:

a) the disease situation in the exporting country anédior zone;
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b)  the health status of the herds or flocks and the donors from which the ovaries,+oocytes/ or embryos
are collected;

c) the pathegenie-characteristics of the specified disease pathogenic agents listed in point 2 of Article
4.8.4.,

2) the second phase covers risk mitigation by the use of internationally accepted procedures for the processing
of embryos which are set out in the IETS Manual®. These include the following:

a) after the in vitro culture period is finished the embryos should be washed at least ter 10 times with at
least 100—fold dilutions between each wash, and a fresh pipette should be used for transferring the
embryos through each wash;

b)  only embryos from the same donor (in the case of individual collection) or from the same batch (in the
case of batch collection) should be washed together, and no more than ten embryos should be washed
at any one time;

c) sometimes, for example when inactivation or removal of certain viruses (e.g. bovine herpesvirus-1, or
Aujeszky’s disease virus) is required, the standard washing procedure should be modified to include
additional washes with the enzyme trypsin, as described in the IETS Manual’;

d) the zona pellucida of each embryo, after washing, should be examined over its entire surface area at
not less than 50X magnification to ensure that it is intact and free of from adherent material;

3) the third phase, which is applicable to diseases listed in point 2 of Article 4.8.4. encompasses the risk
reductions resulting from:

a) post-collection surveillance of the donors and donor herds or flocks based on the recognised
incubation periods of the diseases of concern to determine retrospectively the health status of the
donors whilst the embryos are stored (in species where effective storage by cryopreservation is
possible) in the exporting country. Post-collection surveillance of donors is not, of course, possible in
the case of batch collection from an slaughterhouse/abattoir, although surveillance of the herds or
flocks of origin may be possible;

b) testing of oocytes,/ embryos, co-culture cells, media and other samples (e.g. blood) (as referred to in
Article 4.8.5.) in a laboratory for presence of disease pathogenic agents.

Article 4.8.7.
Conditions applicable to the storage and transport of oocytes and embryos
nd in vitro pr: mbr n tor nd transported fresh, chill r frozen.

Fresh embryos may undergo culture in portable incubators during transportation and should arrive at the recipient

nimal within fiv in time for transfer of the mature blast ts. Chill mbr houl transferred within
10 days of chilling.
The Veterinary Services should have knowledge of the variety of oocvte and embryo storage systems available
nd should have pr res in pl for th fe and timely in tion an rtification of th it n

mbr to ensure their viability.

1) Only embryos from the same individual donor or from the same batch collection should be stored together in
the same ampoule, vial or straw.

2) Forfrozen oocytes and embryos

a) Sterile ampoules, vials or straws should be sealed prior to freezing or after vitrification and should be

labelled according to the IETS Manual .

b) The frozen oocytes and embryos should if-pessible,-depending-on-the-spesies; be frozen in fresh liquid

nitrogen er-ether-cryoprotectant-and then stored in fresh-eryoprotectant liguid phase nitrogen or in the
vapour phase of liquid nitrogen eleaned disinfected containers under strict hygienic conditions at a

storage place.

c) Liquid nitrogen containers should be sealed prior to shipment.
3) Eor fresh or chilled oocytes and embryos

a) Sterile-Ampeules-ampoules, vials or straws should be sealed prior ring in le in rs at
the-time-offreezing and should be labelled in accordance with the IETS Manual _.
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45) Oocytes and embryos—Embryes should not be exported until the appropriate veterinary certificates are
completed.

Article 4.8.8.
Procedure for micromanipulation

When micromanipulation of the embryos is to be carried out, this should be done after completion of the
treatments described in point 2 of Article 4.8.6. and conducted in accordance with Chapter 4.9.

—  Text deleted.

"Manual of the International Embryo Transfer Society.
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Annex 24

CHAPTER 4.11.

SOMATIC CELL NUCLEAR TRANSFER 1IN
PRODUCTION LIVESTOCK AND HORSES

EU comment

The EU supports the proposed changes to this article.

[Article 4.11.1.]

[..]

Article 4.11.4.

Background: risk analysis — general principles

1)

4)

Risk analysis in general includes hazard identification, risk assessment, risk management and risk
communication. The risk assessment is the component of the analysis that estimates the risks associated
with a hazard (see Chapter 2.1.). These principles are routinely used by regulators in making decisions
about experimental or commercial releases. These analyses can then be used to determine whether the
outcomes require management or regulation. Risk management is the process by which risk managers
evaluate alternative actions or policies in response to the result{s) of the risk assessment taking into
consideration the various social, economic, and legal considerations that form the environment in which
such activities occur.

For animal diseases, particularly those listed in the Terrestrial Code, there is broad agreement concerning
the likely risks and risks assessments can be qualitative or quantitative (see Chapter 2.1.). In disease
scenarios it is more likely that a qualitative risk assessment,_in which the outputs on the likelihood of the

outcome or the magnitude of the consequences are expressed in qualitative terms such as ‘high’, ‘medium’,
‘low’ or ‘negligible’, is all that is required. Qualitative assessments do not require mathematical modelling to
carry out routine decision-making. Quantitative risk assessments er—semi-quantitative—risk—assessments
assign magnitudes to the risks in numerical terms (e.g. 1/1,000,000)-er-deseriptive-(high/mediumflow)-terms.

In the context of animal cloning, two broad categories of risk assessments are considered: absolute risk
assessment and comparative risk assessments. Absolute risk assessments characterise risk independent of
a comparator (e.g. the likelihood of an animal transmitting a specific livestock disease). A comparative risk
assessment (or relative risk assessment) puts the risk in the context of a comparator. For example the
degree to which an animal produced by one reproductive technology can transmit a particular disease to
another animal of the same species compared with the degree to which a similar animal produced by
another reproductive technology transmits the same disease to another animal of same species.

Regardless of the methodology used, hazard identification is an early step in all science-based risk
assessments. In the context of assessing the risks associated with animal cloning (SCNT) and starting with
the embryo and moving on through animal clone development and subsequent progeny, it is important to be
clear at this juncture that only a comparative semi-quantitative risk assessment can be completed. A
systematic, absolute, quantitative risk assessment of potential risks is difficult, due to the relative newness of
the technology, and the variability in outcomes among laboratories and species cloned. Furthermore, with
the technology of SCNT there is no introduced hazard from the insertion of novel genes (which may
potentially happen in transgenesis). Thus, to analyse what factors contribute to animal health risks, the
existing baseline must be analysed.

In short, the specific points where the risk assessment needs to be focused need to be identified. As
illustrated in the accompanying diagram — the focus is to look at the basics of creating an embryo — using
current terminology, starting from the selection of donor of oocyte and the cells to the creation of an embryo
by the cloning methodology. The second phase will focus on the recipient of the embryo clone and the
animal health and care considerations for the animals. The actual embryo clone that is born as an offspring
is the third part of the paradigm that needs clear recommendations for assessment, and the next generation,
either the progeny of the animal clone (which is a result of normal sexual reproduction) or animals produced
by recloning (clones of clones) is the fourth and final stage.
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[Article 4.11.5.]

[Article 4.11.7.]

—  Text deleted.
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Annex 25

CHAPTER 6.7.

HARMONISATION OF NATIONAL
ANTIMICROBIAL RESISTANCE SURVEILLANCE
AND MONITORING PROGRAMMES

EU comment

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

Article 6.7.1.
Objective
This chapter provides criteria for the:
1)  development of national antimicrobial resistance surveillance and monitoring programmes,
2) harmonisation of existing national antimicrobial resistance surveillance and monitoring programmes,

in food producing animals and in products of animal origin intended for human consumption.

EU comment

This chapter doesn't only deal with the surveillance and monitoring of AMR in food
producing animals and in products of animal origin intended for human consumption,
as stipulated by the sentence above. Indeed, it includes also other products, such as in
particular feed and faeces. Even if one considers faeces as a part of ""animal" screening,
feed for food producing animals still should be mentioned separately also here in the
objective, for reasons of coherence.

Therefore, the sentence above should read as follows:

"[...] in food producing animals, in their feed and in products of animal origin intended
for human consumption.

Article 6.7.2.
Purpose of surveillance and monitoring

Active (targeted) surveillance and monitoring are core parts of national antimicrobial resistance surveillance
programmes. Passive surveillance and monitoring may offer additional information (refer to Chapter 1.4.).
Cooperation between all Member Countries conducting antimicrobial resistance surveillance should be
encouraged.

EU comment

The EU suggests deleting the word " (targeted)" in the paragraph above. Indeed, while
"targeted surveillance' can refer to the process of sampling a specific subset of the
population which is considered most likely to have the disease in question, active
surveillance is not necessarily targeted (but targeted surveillance will always be active).
Therefore, we suggest removing the word "targeted" to avoid any possible confusion.

Surveillance and monitoring of antimicrobial resistance is necessary to:
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1) assess and determine the trends and sources of antimicrobial resistance in-bacteria;
2) detect the emergence of new antimicrobial resistance mechanisms;
3) provide the data necessary for conducting risk analyses as relevant to animal and human health;
4) provide a basis for policy recommendations for animal and human health;
5) provide information for evaluating antimicrobial prescribing practices and, for prudent use recommendations;
6) assess and determine effects of actions to combat antimicrobial resistance.
Article 6.7.3.

The development of antimicrobial resistance surveillance and monitoring programmes

EU comment

The EU notes that this article is rather long and makes up most of the chapter (7 of 8
pages), which makes it difficult to read. The EU in general invites the OIE to draft
shorter articles to make the Code more user-friendly.

1.  General aspects

Surveillance of antimicrobial resistance at targeted intervals or ongoing monitoring of the prevalence of
resistance in bacteria from animals, animal feed, food, environment and humans, constitutes a critical part of
animal health and food safety strategies aimed at limiting the spread of antimicrobial resistance and
optimising the choice of antimicrobial agents used in therapy.

EU comment

For the same reasons as explained in the EU comment above, we suggest replacing the
term "targeted intervals" by "defined intervals". Indeed, "targeted" could be
misunderstood also in this context.

Monitoring of bacteria from products of animal origin intended for human consumption collected at different
steps of the food chain, including processing, packing and retailing, should also be considered.

National antimicrobial resistance monitoring and surveillance programmes should be scientifically based and
may include the following components:

a) statistically based surveys;
b) sampling and testing of food producing animals on the farm, at live animal markets or at slaughter;

¢) an organised sentinel programme, for example targeted sampling of food producing animals, herds,
flocks, and vectors (e.g. birds, rodents);

d) analysis of veterinary practice and diagnostic /laboratory records;

e) sampling and testing of products of animal origin intended for human consumption.

EU comment

In order to be consistent with the inclusion of feed as a component in the surveillance
programme, the EU suggests adding a point as follows:

"f) sampling and testing of feed ingredients or feed intended for animal consumption."

2. Sampling strategies

a) Sampling should be conducted on a statistical basis. The sampling strategy should ensure:
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—  the sample is representative of the population of interest;
— the robustness of the sampling method.
b) The following criteria are to be considered:
— sample source such as food producing animal, food, animal feed;
— animal species;
—  category of animal within species such as age group, production type;
— health status of the animals such as healthy, diseased;
— sample selection such as targeted, systematic random, non-random;
— type of sample {e-g- such as faeeal; faeces, carcass, food product),
—  sample size.

3. Sample size

The sample size should be large enough to allow detection of existing and emerging antimicrobial resistance
phenotypes.

EU comment
The EU suggests amending the sentence above as follows:

"The sample size should be large enough to provide a representative sample an
take into account the expected prevalence of the resistance phenotvpe and the desired

level of precision and confidence. allew-detection-ef-existing-and-emerging-antimierebial
resistance-phenotypes:"

Indeed, a large sample size will not ensure that emerging phenotypes will be detected.
The aim of the sample size calculation is to ensure that enough samples are collected to
be confident that if the same population was randomly sampled again a similar
prevalence would be found.

EU comment

The EU wonders why the sentence above is being deleted from point 3. Even if the text is
similar to that of the title of Table 1 and thus seems repetitive at first sight, it is rather
important as it is the only reference to that table in the text and thus links the table with
the article. If deleted, Table 1 will stand alone without being referred to in the text,
which will likely lead to confusion. Indeed, it is established Code format to include
references to tables in the relevant articles.

If the intention is merely to delete repeated text, perhaps deleting the title of the table
(leaving only "Table 1'" above the table) is the better option.

This comment is also valid in relation to point S and Table 2 below.

Table 1. Sample size estimates for prevalence in a large population

90% Level of confidence 95% Level of confidence
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Expected

prevalence Desired precision Desired precision
10% 5% 1% 10% 5% 1%
10% 24 97 2,429 35 138 3,445
20% 43 173 4,310 61 246 6,109
30% 57 227 5,650 81 323 8,003
40% 65 260 6,451 92 369 9,135
50% 68 270 6,718 96 384 9,512
60% 65 260 6,451 92 369 9,135
70% 57 227 5,650 81 323 8,003
80% 43 173 4,310 61 246 6,109
90% 24 97 2,429 35 138 3,445

4. Sample sources

Member Countries should examine their livestock production systems on the basis of available information
and assess which sources are likely to contribute most to a potential risk to animal and human health.

a) Animal feed

Member Countries should consider including animal feed in surveillance and monitoring programmes
as they may become contaminated with antimicrobial resistant bacteria, e.g. Salmonella.

b)  Food producing animals

Categories of food producing animals considered for sampling should be relevant to the country’s
production system.

EU comment

The following sentence should be added:

"Resource allocation should be guided by production volume and the prevalence of
resistant bacteria".

Indeed, it may be that a population of food producing animals contributes a lot to
production without showing crucial prevalence of resistant bacteria (example: dairy
cows). This is why a second criterion for sampling should be added to this point b)
above.

c¢) Food

Member Countries should consider including products of animal origin intended for human
consumption in surveillance and monitoring programmes as foodborne transmission is considered to
be an important route for the transfer of antimicrobial resistance.

EU comment

The EU suggests that something be included in the paragraph above to say that any food
sampled should be identified as being imported / not. This has been flagged as an
important issue with food samples taken as part of existing EU requirements.
Alternatively this point could be mentioned in section 2 b) above.

5. Type of sample to be collected

Feed samples should be collected in amounts sufficient for isolation of resistant bacteria of concern (at least
25 g) and should be linked to pathogen surveillance programmes.

EU comment
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The EU suggests amending the paragraph above as follows:

"Feed samples should be collected in 2 manner that is representative of the batch and in
amounts sufficient for isolation of resistant bacteria of concern (at least 25 g) and should
be linked to pathogen surveillance programmes."

Indeed, batches of feed are not homogenous, therefore it is not sufficient to take 25g
from one single area. A number of samples need to be taken from different locations so
as to be representative of the whole batch. This will vary depending on the size of the
batch and the container in which it is stored.

Faecal samples should be collected in amounts sufficient for isolation of the resistant bacteria of concern (at
least 5 g from bovine and porcine and whole caeca from poultry).

EU comment
The EU suggests adding the following to the sentence above:

" [...] and should be representative of the herd, flock or population being tested."

Indeed, as per the previous EU comment there needs to be a reference to the sampling
strategy to ensure that samples collected are representative of the herd, flock or
population being tested.

Sampling of carcasses at the slaughterhouse/abattoir provides information on slaughter practices, slaughter
hygiene and the level of microbiological contamination and cross-contamination of meat. Further sampling of
the product at retail sales level may provide additional information on the overall microbiological
contamination from slaughter to the consumer.

Existing food processing microbiological monitoring, risk-based management and other food safety
programmes may provide useful samples for surveillance and monitoring of resistance in the food chain after
slaughter.

Table 2. Examples of sampling sources, sample types and monitoring output

Additional information
Source Type Output required or additional
stratification

Prevalence of resistant bacteria originating from animal Age categories, production

Ht_ar(_j or flock of Fe_zeces .\ populations (of different production types) typt_as,_ etc. .
origin milk - ) . . . Antimicrobial use over
Relationship between resistance — and antimicrobial use time
F Prevalence of resistant bacteria originating from animals at
aeces
slaughter
Abattoir Caeca or As above
intestines
Carcass Hygiene, contamination during slaughter
E;ziiensgsmg, Food products Hygiene, contamination during processing and handling
Point of sale Prevalence of resistant bacteria originating from food,
. Food products
(Retail) exposure data for consumers

Prevalence of resistant bacteria originating from animal

Various origins . Animal feed feed, exposure data for animals

6. Bacterial isolates
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The following categories of bacteria could be incl in_surveillan nd monitorin
menitored:

a) Animal bacterial pathogens relevant to the countries’ priorities

i} Surveillance and Mmonitoring of antimicrobial resistance in animal bacterial pathogens is

important-beth to:
= detect emerging resistance that may pose a concern for animal and human health;
= han in ibili Ins;
i) =  provide information for risk analysis;
M)y —  guide veterinarians in their preseribing treatment decisions.

EU comment

The EU suggests amending the bullet point above as follows:

"guide_provide information for veterinarians to inform their in-thehpreseribing
treatment decisions"

Resistance patterns vary from farm to farm so aggregated national data collected via
passive surveillance is unlikely to accurately reflect the patterns of resistance in the
specific animals veterinarians may be treating. However it is useful for veterinarians to
be aware of the levels of resistance in the wider population. Therefore we there should
be less emphasis on using data from passive surveillance as a basis for prescribing.

i)  Information on the occurrence of antimicrobial resistance in animal bacterial pathogens is in
general either derived from reutire clinical material sent to veterinary diagnostic /aboratories or
from an active monitoring programme. }

programme should be implemented.

i) To promote a harmonised global approach to the selection of animal bacterial pathogens for
inclusion in_national surveillance and monitoring programmes, bacteria should be selected using
the following criteria:

— im n animal health and welfare;

implication of antimicrobial resistance in the bacterial pathogen on therapeutic options in
veterinary practice;

— impact on food security and on production (economic importance of associated diseases);

— bacterial diseases responsible for the majority of veterinary antimicrobial usage (stratified by
f different cl r their importance);

— i f vali

— Existence of quality assurance programmes or other pathogen reduction options that are non-

antimicrobial (vaccines).

EU comment

The mention of vaccines in parenthesis in the last bullet of point 6.a.iii above seems to
limit the scope of pathogen reduction options to vaccines, whereby those are broader,
e.g. good management practices, better biosecurity, SPF, etc., and none of these
necessarily fall into quality assurance. Therefore, the EU suggests inserting the words
"such as" before the "vaccine'.
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. L . Staphylococcus
Pasteurella multocida Escherichia coli
Cattle
Mannheimia haemolytica Salmonella spp. Strepfococeus
Spp.
Pigs Actinobacillus pleuropneumoniae Escherichia coli Streptococcus suis
Salmonella spp.
Poultry ichia coli

EU comment

The EU considers that the term "Other" in the fifth column of Table 3 might give the
impression that this column is of lesser priority, which is not necessarily the case. For
instance, in piglets, Streptococcus suis causes meningitis and neurological symptoms and
in poultry, some pathogenic E. coli may cause omphalitis. Therefore, the term "Other"
should be replaced by a more specific wording such as '"Other pathogens responsible for
serious systemic symptoms''.

Furthermore, regarding poultry pathogens, the EU would suggest to include E. coli also
in the second and third columns (i.e., respiratory and enteric pathogens) as some
pathogenic E. coli may cause serious diarrhoea and respiratory symptoms in poultry.

b)  Zoonotic bacteria
i) Salmonella

Salmonella should be sampled from animal feed, food producing animals and animal derived food
products. For the purpose of consistency and harmonisation, samples should be preferably taken
at the slaughterhouse/abattoir.

EU comment

While agreeing that it is reasonable to collect samples at slaughterhouses, the intention
of the second sentence is a bit unclear — is the intention to sample only animals and
carcasses at the slaughterhouse, or also other kinds of samples? This would not be
meaningful for e.g. feed. In addition, in order to detect Salmonella, also environmental
sampling in herds is valuable. Therefore, the EU suggests replacing the second sentence
of the paragraph above by the following:

"Feed samples should preferably be taken at the feed mill. Animal samples may be
collected at farm, but should be preferably taken at the slaughterhouse/abattoir.

Surveillance and monitoring programmes may also include bacterial isolates originating from
other sources obtained from designated national laboratories eriginating-from-other-sources.

Isolation and identification of bacteria and bacterial strains should follow nationally or
internationally standardised procedures.
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Serovars of public health importance such as S. Typhimurium and S. Enteritidis should be
included. The inclusion of other relevant serovars will depend on the epidemiological situation in
each country.

All Salmonella isolates should be serotyped and, where appropriate, phage-typed according to
standard methods used at the nationally designated /aboratories. For those countries that have
the capabilities, Salmonella could be genotyped using genetic finger-printing methods.

ii)  Campylobacter

Campylobacter jejuni-and-C—eofi should be isolated from food producing animals and associated
food products {primarily-from-peoultrs). Isolation and identification of these bacteria should follow
nationally or internationally standardised procedures. Campylobacter isolates should be identified
to the species level.

iii)  Other emerging bacterial pathogens

Other emerging bacterial pathogens such as methicillin-resistant Staphylococcus aureus (MRSA),
Listeria monocytogenes or others which are pathogenic to humans, may be included in resistance
surveillance and monitoring programmes.

EU comment

The EU suggests replacing the sentence above by the following wording:

"Other emerging-bacterial pathogens bacteria which are pathoegenic to humans such as
methicillin-resistant Stapphylococcus aureus (MRSA) or Listeria moncytogenes ox-others

w—hwh—a—m—p&thegem&te—hu—ma—ns— may be included in resistance surveillance and

monitoring programmes."

Indeed, the term ""emerging" is not correct in the context of bacterial infections. The
proposed wording addresses the issue of human pathogens more clearly.

In addition, this should be reflected in the title as well, which should be amended as
follows:

"iii) Other_bacteria which are pathogenic to humans emerging bacterial pathoegens "

¢c) Commensal bacteria

E. coli and enterococci (Enterococcus faecium and E. faecalis) may be sampled from animal feed, food
producing animals and products of animal origin intended for human consumption.

These bacteria are commonly used in surveillance and monitoring programmes as indicators, providing
information on the potential reservoir of antimicrobial resistance genes, which may be transferred to
pathogenic bacteria. It is considered that these bacteria should be isolated from healthy animals,
preferably at the slaughterhouse/abattoir, for the purpose of consistency and harmonisation and-be

EU comment

The term "preferably" in the paragraph above should be replaced by "e.g.", and
consequently the proposed insertion "for the purpose of consistency and harmonisation"
should be deleted.

Indeed, while it may be practical to collect samples at slaughter, it is difficult to relate
the observed resistance to antimicrobial use on farm.

7. Storage of bacterial strains

If possible, isolates should be preserved at least until reporting is completed. Preferably, appropriate isolates
should be permanently stored. Bacterial strain collections, established by storage of all isolates from certain
years, will provide the possibility of conducting retrospective studies.
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Antimicrobial susceptibility testing

Clinically important antimicrobial agents or classes used in human and veterinary medicine should be
included in antimicrobial resistance surveillance programmes. Member Countries should refer to the OIE list
of antimicrobials of veterinary importance for monitoring purposes. However, the number of tested
antimicrobial agents may have to be limited according to financial resources.

Appropriately validated antimicrobial susceptibility testing methods should be used in accordance with
Guideline Chapter 3.1. of the Terrestrial Manual, concerning laboratory methodologies for bacterial
antimicrobial susceptibility testlng Antimicrobial susceptibility data should be reported not only qualitatively
(susceptible or resistant), but also quantitatively (minimum inhibitory concentrations [MICs] or inhibition zone
diameters);rather-than-qualitatively.

Recording, storage and interpretation of data

a) Because of the volume and complexity of the information to be stored and the need to keep these data
available for an undetermined period of time, careful consideration should be given to database design.

b) The storage of raw (primary, non-interpreted) data is essential to allow the evaluation in response to
various kinds of questions, including those arising in the future.

¢) Consideration should be given to the technical requirements of computer systems when an exchange
of data between different systems (comparability or compatibility of automatic recording of laboratory
data and transfer of these data between and within resistance monitoring programmes) is envisaged.
Results should be collected in a suitable national database. They should be recorded quantitatively:

i) as distributions of MICs in micrograms per millilitre;
i) orinhibition zone diameters in millimetres.
d) The information to be recorded should include, where possible, the following aspects:
i) sampling programme;
ii)  sampling date;
iii)  animal species and production type;
iv)  type of sample;
v)  purpose of sampling;
vi)  type of antimicrobial susceptibility testing method used;

vij) geographical origin (geographical information system data where available) of herd, flock or
animal,

viii) animal factors {e-g- such as age, condition, health status, identification, sex):;

ix)  exposure of animals to antimicrobial agents;

Xx)  bacterial recovery rate.

EU comment

The EU queries what exactly is meant by ""bacterial recovery rate', as this is unclear
even to experts.

e) The reporting of laboratory data should include the following information:
i) identity of /aboratory,

ii)  isolation date,
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10.

f)

9)

h)

)

iii)  reporting date,

iv)  bacterial species,

and, where relevant, other typing characteristics, such as:

v)  serotype or serovar,

vi) phage type,

vij) antimicrobial susceptibility result or resistance phenotype,
viii) genotype.

The proportion of isolates regarded as resistant should be reported, including the defined interpretive
criteria used.

In the clinical setting, breakpoints are used to categorise bacterial strains as susceptible, intermediate
or resistant. These clinical breakpoints may be elaborated on a national basis and may vary between
Member Countries.

The antimicrobial susceptibility testing standards and guidelines used should be recorded.

For surveillance purposes, use of the microbiological breakpoint (also referred to as epidemiological
cut-off point), which is based on the distribution of MICs or inhibition zone diameters of the specific
bacterial species tested, is preferred. When using microbiological breakpoints, only the bacterial
population with acquired resistance that clearly deviates from the distribution of the normal susceptible
population will be designated as resistant.

Ideally, data should be collected at the individual isolate level, allowing antimicrobial resistance
patterns to be recorded.

Reference laboratory and annual reports

a)

b)

Member Countries should designate a national reference centre that assumes the responsibility to:

i) coordinate the activities related to the antimicrobial resistance surveillance and monitoring
programmes;

i) coordinate and collect information from participating surveillance laboratories within the country;
iii)  produce an annual report on the antimicrobial resistance situation in the country.

The national reference centre should have access to the:

i) raw data;

ii)  complete results of quality assurance and inter-laboratory calibration activities;

iii)  inter-laboratory proficiency testing results;

iv)  information on the structure of the monitoring system;

v) information on the chosen laboratory methods.

EU comment

Assigning coordination in points 10(a)(i) and (ii) to the national reference centre seems a
bit too much. Indeed, that should be for the Veterinary Authority while the national
reference centre provides technical input for that.
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Annex 26

CHAPTER 7.1 .

INTRODUCTION TO THE
RECOMMENDATIONS FOR ANIMAL WELFARE

EU comment

The EU thanks the OIE for its work and for drafting a new article on this important
issue. The EU can in general agree to the proposed text of the article. We do however
have a few comments on certain principle issues as indicated below.

Article 7.1.X.

Guiding principles for the use of animal-based measures

EU comment

The EU would ask OIE to consider the wording in the title of this article:
"Guiding principles for the use of animal-based measurables measures"
Justification

Consistency with other chapters where “criteria” or measurable are used

1) For the OIE animal welfare standards to be applicable globally, they should emphasise qood outcomes for

th nimals rather than ri ifi ndition f th nimals’ _environment man ment.

Q;g comes are ggngrgll;g g§§g§§gg g¥ gnlmgl-ggggg measures §;;g gg low mgrtgllt¥ rgtg! Igw prevalence of
ili

ion an

EU comment
The EU would ask OIE to consider the following changes to the text of point 1:

"For the OIE animal welfare standards to be applicable globally, they should emphasise

good outcomes for the animals-rather-thanpreseribe-specific-conditions-of-the-animals’
environment—and—management. Outcomes are generally assessed by animal-based

measures such as low mortality rate, low prevalence of disease and injuries, ability to
move freely, ability to perform natural behaviour, positive human-animal relationship,
and a low incidence of aggression and stereotypicaled behaviour. Animal based

tcom an nsidered as a tool to monitor the impact of the animals’ environment
and animal management practi If outcomes are unsatisfactor r rs shoul
nsider what chan to r r and/or management are n to impr
outcomes."
Justification

Even though this new article concerns outcome based measures, the use of input values
is still pertinent. The new text may be interpreted as if outcomes are more important
than inputs, however they are closely related. In fact, for some areas, such as welfare at
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slaughter it is important to have both (i.e. monitoring of birds coming out of waterbaths,
subject to particular stunning parameters).

The assessment of welfare should take into account both outcomes and animal-based
measures. However, when an assessment reveals welfare to be unsatisfactory, an
improvement strategy must consider the need for changes to inputs, such as inadequate
housing, resources and management.

The relationship between outcomes and inputs is well described in the OIE Chapter on
the welfare of dairy cattle. This states that “outcome-based criteria, specifically animal-
based criteria, can be useful indicators of animal welfare ... These criteria can be
considered as a tool to monitor the impact of design and management, given that both of
these can affect animal welfare.” Similarly nearly all the principles set out in Article
7.1.4 focus both on resources and the outcomes that each resource should produce. The
final two sentences have therefore been included for consistency purposes with other
chapters.

The ability to perform natural behaviours and a low prevalence of disease (or ill-health
if preferred) should be added to the examples of animal-based measures as they are key
indicators of welfare; both are included in the principles listed in Article 7.1.4.

2) For each principle listed in Article 7.1.4., the most relevant measures, ideally animal-based measures,
should be included in the standard. Any given animal-based measure may be linked to more than one
principle.

3) End-users of the standard should select the most appropriate animal-based measures for their farming
tem or conditions, from among th listed in the standard.

EU comment
The EU asks the OIE to consider amending this point as follows:

"End-users of the standard should select the most appropriate animal-based measures
for their farming system or conditions, from among those listed in the standard_or an

equivalent when it is supported by scientific evidence."
Justification

It is important to not exclude the possibility of adding other animal based measurables
in the future based on developments in science.

4) Standards should, whenever possible, define explicit targets or thresholds that should be met for animal-

based measures. Such target values should be based on available science and experience of experts. To
guide end-users, Competent Authorities should collect data that can be used to set locally relevant target
values.

EU comment
The EU asks the OIE to consider amending the second sentence of this point as follows:

"Such target values should be based on_relevant available science and experience of
experts."

Justification




Available means that it can be accessed, however it does not necessarily mean that it is
up to date. Therefore the word « relevant » is necessary to ensure that the science used is
not outdated.

fin n th is of scien nd ex xperien in where a welfar me is clearly link
a resource such as adequate space, or to a management procedure such as pain mitigation.

EU comment
The EU asks the OIE to consider the changes as indicated below to point 5:

"In addition to animal-based measures, resource-based measures such as adequate
space and management-based measures such as pain mitigation can be defined on the
basis of science and expert experience, and are equally important as appropriate
resources and management are necessary to achieve good outcomes.in—eases—where—a

Justification

The existing text seems to suggest that in some cases there is little connection between
welfare outcomes and resources or management procedures. This could lead to the
assumption that in such cases little attention needs to be given to these inputs. However,
in nearly all cases resources, management and stockmanship exert an important
influence on the outcomes that are reached.

—  Text deleted.




Annex 27

DRAFT CHAPTER 7. X .

ANIMAL WELFARE AND
PIG PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE for its work on this new draft chapter. It is consistent with the
other OIE animal welfare chapters but also addresses those issues that are specific for
pigs in a clear and simple manner. The EU does however have a number of comments as
indicated in the text below.

Article 7.X.1.

Definitions

Pig production systems are defined as all commercial systems in which the purpose of the operation includes
some or all of the breeding, rearing and management of pigs intended for production of meat.

For the purpose of this chapter management is defined at the farm management level and at the animal handler
level. At the level of farm management, human resources management practices including selection and training,
and animal management practices, such as best practice in housing and husbandry and implementation of
welfare protocol and audits all impact on animal welfare.

At the animal handler level this requires a range of well-developed husbandry skills and knowledge to care for
animals.

For the purpose of this chapter environmental enrichment: means increasing the complexity (e.g. foraging
opportunities, social housing, etc.) of the animal’s environment to foster the expression of normal behaviour and
reduce the expression of abnormal behaviour and provide cognitive stimulation. The endpoint of enrichment
should be to improve the biological functioning of the animal (Newberry, 1995).

EU comment

The EU asks the OIE to consider the following amendment of the final sentence in this
paragraph:

"The endpoint of enrichment should be to improve the biological functioning and
behavioural well-being of the animal."

Justification

As stated in the first sentences of the paragraph enrichment material should be given in
order to foster the expression of normal behaviour and reduce the expression of
abnormal behaviour whilst also providing cognitive stimulation. These factors relate
more to improving the behavioural health and well-being by meeting the behavioural
needs of the animal than the biological functioning of the animal. One could argue that
behavioural health should be seen as part of biological function. However, this is not
clearly understood from the text, nor is this view generally accepted amongst scientists.
Furthermore, the current sentence could be interpreted as meaning that only
enrichment that improves the biological functioning should be provided, regardless of
potential behavioural benefits.

Article 7.X.2.

Scope
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This chapter addresses the welfare aspects of pig production systems. However, captive wild pigs are not
considered.

Article 7.X.3.
Commercial pig production systems
Commercial pig production systems include:
1. Indoors

These are systems in which pigs are kept indoors, and are fully dependent on humans to provide for basic
animal needs such as food and water. The type of housing depends on the environment, climatic conditions
and management system. The animals may be kept in groups or individually.

2. Outdoors

These are systems in which pigs live outdoors with shelter or shade, have some autonomy over access to shelter
or shade, and may be fully dependent on humans to provide for basic animal needs such as food and water. They
are typically confined in paddocks according to their production stage.

3. Combination systems

These are systems in which pigs are managed in any combination of indoor and outdoor production
systems, depending on weather or production stage.

Article 7.X.4.
Criteria (or measurables) for the welfare of pigs

The following outcome-based criteria, specifically animal-based criteria, can be useful indicators of animal
welfare. The use of these indicators and their appropriate thresholds should be adapted to the different situations
in which pigs are managed. Consideration should also be given to the design of the systems. These criteria can
be considered as a tool to monitor the efficiency of design and management, given that both of these can affect
animal welfare.

1. Behaviour

Certain behaviours could indicate an animal welfare problem. These include changes of feed and water
intake, altered locomotory behaviour and posture, altered lying time, altered respiratory rate and panting,
coughing, shivering and huddling, increased agonistic behaviours and stereotypic, apathetic or other
abnormal behaviours (e.g. tail biting).

EU comment
The EU asks the OIE to consider altering the above paragraph as follows:

"Certain behaviours could indicate an animal welfare problem. These include changes of
feed and water intake, altered locomotory behaviour and posture (e.g. due to lameness),
altered lying time, altered respiratory rate and panting, coughing, shivering and

huddling, certain vocalisations, increased agonistic behaviours (biting and fighting) and
stereotypic, apathetic or other abnormal behaviours (e.g. tail biting, ear biting, leg

biting, flank biting, vulva biting)."

Justification

These are also other relevant behavioural signs indicating welfare problems.
Scientific references

Broom, D.M., 1988. The scientific assessment of animal welfare. Applied Animal
Behaviour Science, 20: 5-19
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Wemelsfelder, F.; Mullen, S., 2014. Applying ethological and health indicators to
practical animal welfare assessment Revue Scientifique et Technique-Office
International des Epizooties Volume: 33 Issue: 1 Pages: 111-120

Reimert, Inonge; Bolhuis, J. Elizabeth; Kemp, Bas; et al., 2013. Indicators of positive
and negative emotions and emotional contagion in pigs.

Physiology & Behaviour Volume: 109 Pages: 42-50

Stereotypy is defined as a sequence of invariant motor acts, which provide no obvious gain or purpose for
the animal. Some stereotypies commonly observed in pigs include sham chewing, tongue rolling, teeth
grinding, bar biting and floor licking.

EU comment

The EU asks the OIE to consider adding the following sentence:
"Certain behaviours are indicators of good animal welfare. These include low

fearfulness of animal handlers (willingness to approach), exploratory behaviour (using
the enrichment material provi iti ial behaviour and pla haviour."

Justification

It would be good to also add signs of positive behaviour, as it is now widely accepted that
good animal welfare is not simply the absence of negative experiences, but rather is
primarily the presence of positive experiences such as pleasure. As we gradually move
from focusing solely on the five freedoms towards providing animals with "a life worth
living", this should be reflected in the OIE recommendations.

In our opinion, including information on positive welfare indicators would strengthen
the text, allowing for more ambitious objectives than simply reducing the level of poor
welfare.

Scientific references

Boissy et. al. ""Assessment of positive emotions in animals to improve their welfare"
Physiology & Behavior, Volume 92 (2007).

AssureWel: Enrichment use - why is it measured?
www.assurewel.org/pigs/enrichmentuse

Reimert et. al. "Indicators of positive and negative emotions and emotional contagion in
pigs'', Physiology & Behavior, Volume 109 (2013) Welfare Quality Pig Protocol (2009)

2. Morbidity rates

Infectious and metabolic diseases, lameness, peri-partum and post-procedural complications, injury and
other forms of morbidity, above recognised thresholds, may be direct or indirect indicators of the animal
welfare status of the whole herd. Understanding the aetiology of the disease or syndrome is important for
detecting potential animal welfare problems. Mastitis and metritis, leg and hoof, and reproductive diseases
are also particularly important animal health problems for pigs. Scoring systems, such as for body condition,
lameness and injuries, can provide additional information.

EU comment

The EU asks the OIE to consider altering the third and fourth sentences of this
paragraph as follows:

"In that respect, Mmastitis and metritis, leg and hoof_problems, gastric ulcers, certain
skin lesions (e.g. bitten tails, vulvas, ears) and reproductive diseases are alse particularly

important animal health problems for pigs. Scoring systems, such as for body condition,
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lameness and injuries, and information gathered at the slaughterhouse, can provide

additional information."
Justification
Linguistic

Depending on the system there are other health related issues resulting from
behavioural problems or inappropriate management that can be quite common and are
important to include here.

Slaughterhouse ante and post mortem conditions can provide valuable information too.

Both clinical examination and pathology should be utilised as indicators of disease, injuries and other
problems that may compromise animal welfare.

3. Mortality and culling rates

Mortality and culling rates affect the length of productive life and, like morbidity rates, may be direct or
indirect indicators of the animal welfare status. Depending on the production system, estimates of mortality
and culling rates can be obtained by analysing the causes of death and culling and their temporal and
spatial patterns of occurrence. Mortality and culling rates, and their causes, when known, should be
recorded regularly, e.g. daily, and used for monitoring e.g. monthly, annually.

Necropsy is useful in establishing the cause of death.

4. Changes in body weight and body condition

In growing animals, body weight changes outside the expected growth rate, especially excessive sudden
loss, are indicators of poor animal welfare and health.

EU comment
The EU asks the OIE to alter the sentence as follows:

"In growing animals, body weight changes outside the expected growth rate, especially
excessive sudden loss of weight, are indicators of poor animal welfare and health."

Justification

Linguistic

In mature animals, body condition outside an acceptable range may be an indicator of compromised animal
welfare, health and reproductive efficiency.

EU comment
The EU asks the OIE to consider altering the sentence as follows:

"In—mature—animals; bBody condition outside an acceptable range or great variation
amongst individual animals in the group may be an indicator of compromised animal
welfare, health and reproductive efficiency."

Justification

This point would also apply to weaners or finishing pigs. Likewise it is important to
highlight that those pigs that stay behind (‘runts’) may have a welfare problem.

5. Reproductive efficiency

Reproductive efficiency can be an indicator of animal welfare and health status. Future performance of sows
or gilts can be affected by under- or over-nutrition at different stages of rearing. Poor reproductive
performance, compared with the targets expected for a particular breed or hybrid, can indicate animal
welfare problems.
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EU comment
The EU asks the OIE to consider altering the text as follows:

"Reproductive efficiency can be an indicator of animal welfare-and health status. Future
performance of sows or gilts can be affected by under- or over-nutrition at different
stages of rearing. Poor reproductive performance, compared with the targets expected
for a particular breed or hybrid, can indicate animal health welfare problems."

Justification

Reproductive efficiency is mainly an effect of “feed and breed”. It has in general little to
do with overall animal welfare. An animal with a poor welfare may still produce
offspring as long as for instance feeding is good. Also, very high reproductive rates are
hard on the sow and not seldom directly or indirectly linked to impaired welfare.

Examples may include:

- low conception rates,

— high abortion rates,

—  metritis and mastitis,

—  low litter size,

—  low numbers born alive,

—  high numbers of stillborns or mummies.

6. Physical appearance

Physical appearance may be an indicator of animal welfare and health. Attributes of physical appearance
that may indicate compromised welfare include:

- presence of ectoparasites,

- abnormal texture or hair loss,

- excessive soiling with faeces in indoor systems,
—  swellings, injuries or lesions,

—  discharges (e.g. from nose or eyes),

EU comment

The EU asks the OIE to consider amending this point as follows:
"— discharges (e.g. from nose or eyes, including tear staining),"
Justification

Tear staining or chromodacryorrhea refers to a dark stain below the inner corner of the
eye, caused by porphyrin-pigmented secretion from the Harderian gland.

In EFSASs report (2012), tear staining is listed as an indicator of poor welfare due to high
levels of ammonia. According to current research, tear staining has not only been shown
to be a consistent indicator of stress in rats, but also to correlate with social stress and a
barren environment in pigs.

In our opinion, tear staining is a potential tool for on-farm pig welfare assessment on
commercial farms, and should be mentioned specifically in this context.

Scientific references:
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H. Telkinranta et. al: “Tear staining in pigs: a potential tool for welfare assessment on
commercial farms” Animal (2016), Volume 10, Issue 2.

EFSA Panel on Animal Health and Welfare (AHAW); Scientific Opinion on the use of
animal-based measures to assess welfare in pigs. EFSA Journal 2012; 10(1).

- feet and leg abnormalities,
—  abnormal posture (e.g. rounded back, head low),

—  emaciation or dehydration.

EU comment
The EU asks the OIE to consider an additional point as follows:

"- number (and nature) of interventions or mutilations (such as tail-dockin

Justification

Many of today’s pig husbandry systems routinely perform certain painful procedures
such as docking the pigs’ tails instead of addressing the environmental factors and
management practices that are the main cause of tail-biting. The number of
interventions performed is therefore a good measurable.

7. Handling response

Improper handling can result in fear and distress in pigs. Fear of humans may be an indicator of poor animal
welfare and health. Indicators include:

EU comment

The EU asks the OIE to consider amending the first sentence as follows:

"Improper handling or poor handling facilities can result in fear and distress in pigs."
Justification

Improper handling can increase the risk of the animal slipping and falling, however the
handling facilities and flooring also play a significant role. Both animal based indicators
and resource based ones are relevant here and this should be emphasised.

Scientific references

Much of Temple Grandin’s work refers to the importance of handling facilities — eg
Grandin T, 2005 Antemortem Handling & Welfare, in: Meat Science and it’s
applications. Ed: Hui et al.

- evidence of poor human-animal relationship, such as disturbed behaviour when being moved or when
animal handlers enter a pen,

— animals slipping or falling during handling,
—  injuries sustained during handling, such as bruising, lacerations and fractured legs,

— animals vocalising abnormally or excessively during restraint and handling.
8. Lameness

Pigs are susceptible to a variety of infectious and non-infectious musculoskeletal disorders. These disorders
may lead to lameness and to gait abnormalities. Pigs that are lame or have gait abnormalities may have
difficulty reaching food and water and may experience pain. Musculoskeletal problems have many causes,
including genetic, nutrition, sanitation, floor quality, and other environmental and management factors. There
are several gait scoring systems available.

9. Complications from common procedures
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Some procedures such as surgical castration, tail docking, teeth clipping or grinding, tusk trimming,
identification, nose ringing and hoof care are commonly performed in pigs to facilitate management, to meet
market requirements and improve human safety and animal welfare.

EU comment
The EU asks the OIE to consider amending the text so that it reads:

""Some procedures such as surgical castration, tail docking, teeth clipping or grinding,
tusk trimming, identification, nose ringing and hoof care are commonly performed in
pigs to facilitate management, to meet market requirements or to and improve human
safety or and animal welfare."

Justification

There are different reasons for carrying out these procedures, but usually not all are
relevant at the same time.

However, if these procedures are not performed properly, animal welfare and health can be compromised.

Indicators of such problems could include:

EU comment

The EU asks the OIE to consider the following amendment of the text:
"Indicators of sueh problems associated with these procedures could include:"
Justification

Clarity of text

- post-procedure infection and swelling,

—  post-procedure lameness,

- behaviour indicating pain, fear and distress,

—  morbidity, mortality and culling rates,

- reduced feed and water intake,

—  post procedure body condition and weight loss.

Article 7.X.5.

Recommendations
Ensuring good welfare of pigs is contingent on several management factors, including system design,
environmental management, and animal management practices which include responsible husbandry and

provision of appropriate care. Serious problems can arise in any system if one or more of these elements are
lacking.

Articles 7.X.6. to 7.X.X. provide recommendations for measures applied to pigs.
Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.X.4.
This does not exclude other measures being used where or when appropriate.

Article 7.X.6.

Housing

EU comment

The EU asks the OIE to consider replacing housing with accommodation systems:
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"Heousing Accommodation systems"
Justification:
This chapter applies to indoor and outdoor systems or a combination of them. Outdoor

systems may also provide shelter or other physical structures that have the potential to
affect the welfare of the pig. This article should therefore apply to all systems.

When new facilities are planned or existing facilities are modified, professional advice on design in regards to
animal welfare and health should be sought.

Housing systems and their components should be designed, constructed and regularly inspected and maintained
in a manner that reduces the risk of injury, disease or stress for pigs. Facilities should to allow for the safe,
efficient and humane management and movement of pigs.

EU comment

The EU asks the OIE to delete the word ”to” in the final sentence of the above
paragraph and to insert a new second sentence so that the paragraph reads:

"Accommodation Heusing systems and their components should be designed,
constructed and regularly inspected and maintained in a manner that reduces the risk of

injury, disease or stress for pigs. They should also provide for the thermal, social and

behavioural needs of the pigs. Facilities should te allow for the safe, efficient and
humane management and movement of pigs."

Justification:

Pigs are very sensitive to temperature and thermal comfort is important. In many of
today’s husbandry systems behavioural problems are prevalent. Also, Chapter 7.1.
Introduction to the recommendations for animal welfare of the Terrestrial Animal Health
Code in its Article 7.1.4., point 4, states that “The physical environment should allow
comfortable resting, safe and comfortable movement including normal postural changes,
and the opportunity to perform types of natural behaviour that animals are motivated to
perform.” Furthermore, point 6 of the same article, states «For housed animals, air
quality, temperature and humidity should support good animal health and not be aversive.
It is therefore appropriate to include this aspect here.

‘ Linguistic

There should be a separate area where sick and injured animals can be treated and monitored. When a
separated space is provided, this should accommodate all the needs of the animal e.g. recumbent or lame
animals or animals with severe wounds may require additional bedding or an alternative floor surface.

EU comment
The EU asks the OIE to consider the following amendment of the text:

"There should be a separate pen or area where sick and injured animals or animals that
exhibit abnormal behaviour can be jsolated, treated and monitored. Certain animals
may need to be kept individually. When a separated space is provided, this should
accommodate all the needs of the animal e.g. recumbent or lame animals or animals
with severe wounds may require additional bedding or an alternative floor surface."

Justification:

It may be necessary to have some sort of physical barrier to separate the animals and
this could be indicated by "pen".
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It is important in order to avoid poor animal welfare that you can remove also those pigs
that behave abnormally and may inflict stress and pain on other pigs.

Pigs should not be tethered as part of their normal housing systems.

EU comment

The EU asks the OIE to consider replacing housing with accommodation systems:
""Pigs should not be tethered as part of their normal heusing accommeodation systems."
Justification:

See above

Good animal welfare outcomes can be achieved in a range of housing systems. The design and management of
the system are critical for achieving good animal welfare and health outcomes.

EU comment
The EU asks the OIE to consider the following amendments:

"Good animal welfare outcomes can be achieved in a range of hoeusing accommodation
systems. The design and management of the system are critical for achieving good

animal welfare and health outcomes, including preventing painful husbandry
interventions."

Justification:

Many of today’s pig husbandry systems routinely dock the pigs’ tails instead of
addressing the environmental factors and management practices that are the main cause
of tail-biting problems. It would therefore be good to highlight that prevention is
possible.

Pigs are social animals and prefer living in groups, therefore housing systems where pregnant sows and gilts can
be kept in groups are recommended.

EU comment
The EU asks the OIE to consider the following amendment:

"Pigs are social animals and prefer living in groups, therefore housing accommodation
systems where all pigs, including pregnant sows and gilts can be kept in groups_with
sufficient space to perform normal social behaviour are recommended."

Justification:
The recommendation to keep pigs in groups should apply to all pigs.

Sufficient space is an aspect that needs to be taken into account and should be
mentioned here. Indeed, providing insufficient space to group housed animals is
counter-productive and may dramatically decrease animal welfare.

Scientific references
There are several; an overview related to sows in early pregnancy is provided in:

Spoolder, H.A.M, Geudeke, M.J., Van der Peet-Schwering, C.M.C and Soede, N.M.,
2009. Group housing of sows in early pregnancy: a review of success and risk factors.
Livestock Science, 125: 1-14.

Outcome-based criteria (or measurables): physical appearance (injuries), behaviour, changes in body weight and
body condition, handling response, reproductive efficiency, lameness and morbidity, mortality and culling rates.
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EU comment
The EU asks the OIE to consider the following addition to the list:

"Outcome-based criteria (or measurables): physical appearance (injuries), behaviour,
changes in body weight and body condition, handling response, reproductive efficiency,
lameness and morbidity, mortality and culling rates and number (and nature) of
interventions/mutilation h as tail-docking)."

Justification:

Many of today’s pig husbandry systems routinely dock the pigs’ tails instead of
addressing the environmental factors and management practices that are the main cause
of tail-biting problems. The number of interventions performed is therefore a good
measurable.

Article 7.X.7.
Personnel training

Pigs should be cared for by a sufficient number of personnel, who collectively possess the ability, knowledge and
competence necessary to maintain the welfare and health of the animals.

All people responsible for pigs should be competent through formal training or practical experience in accordance
with their responsibilities. This includes understanding of and skill in animal handling, nutrition, reproductive
management techniques, behaviour, biosecurity, signs of disease, and indicators of poor animal welfare such as
stress, pain and discomfort, and their alleviation.

Outcome-based criteria (or measurables): handling response, physical appearance, behaviour, changes in body
weight, body condition, reproductive efficiency, lameness and morbidity, mortality and culling rates.

EU comment
The EU asks the OIE to consider the following addition to the list:

"Outcome-based criteria (or measurables): handling response, physical appearance,
behaviour, changes in body weight, body condition, reproductive efficiency, lameness

and morbidity, mortality and culling rates and complications from common [...]

procedures [...]."

Justification:

If procedures or interventions are not carried out by well-trained staff, complications
such as infections may result. Therefore, complications following a procedure or
intervention can be a relevant indicator for lack of skill or competence with regard to
those procedures or interventions. It is therefore a relevant measurable and is
furthermore linked to Article 7.X.4. point 9.

Article 7.X.8.
Handling and inspection

Pigs should be inspected at least once a day when fully dependent on humans to provide for basic needs such as
food and water and to identify welfare and health problems.

Some animals should be inspected more frequently, for example, farrowing sows, new born piglets, newly
weaned pigs and newly-mixed gilts and sows.

EU comment

The EU asks the OIE to consider expanding on the above examples:
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"Some animals should be inspected more frequently, for example, farrowing sows, new
born piglets, newly weaned pigs, and newly-mixed gilts and sows, sick or injured
animals and animals that exhibit abnormal behaviour."

Justification:

Animals that are sick, injured or behaving abnormally need a close and regular follow-
up. It is important for the welfare of these pigs that they are more frequently inspected.

Pigs identified as sick or injured should be given appropriate treatment at the first available opportunity by
competent animal handlers. If animal handlers are unable to provide appropriate treatment, the services of a
veterinarian should be sought.

Recommendations on the handling of pigs are also found in Chapter 7.3. In particular handling aids that may
cause pain and distress (e.g. electric goads) should be used only in extreme circumstances and provided that the
animal can move freely. The use of electric prods should be avoided (see also point 3 of Article 7.3.8.), and in any
case should not be used in sensitive areas including the udder, face, eyes, nose or ano-genital region.

EU comment

The EU asks the OIE to consider amending the final sentence of the above paragraph as
follows:
"The use of electric prods should be avoided (see also point 3 of Article 7.3.8.), and if

used should only be applied to the muscles of the hindquarters. They should in no any
case-sheuld-not be used in sensitive areas including the udder, face, eyes, nose or ano-

genital region. Shocks should not be used repeatedly if the animal fails to respond."
Justification:

It is easier to remember one body area to be used and this should then be specified.

If an animal does not respond as desired the first time an electric prod is used, it will
only become more stressed if it is used repeatedly.

Exposure of pigs to sudden movement or changes in visual contrasts should be minimised where possible to
prevent stress and fear reactions. Pigs should not be handled aggressively (e.g. kicked, walked on top of, held or
pulled by one front leg, ears or tail). Pigs that become distressed during handling should be attended to
immediately.

EU comment
The EU asks the OIE to consider the following amendment to the final sentence:

"Pigs that become distressed during handling should be-attended—te immediately be
allowed to settle down and become calm."

Justification:

It would be better to state exactly what is to be achieved by the action.

Pigs should be restrained only for as long as necessary and only appropriate, well-maintained restraint devices
should be used.

Outcome-based criteria (or measurables): physical appearance, behaviour, changes in body weight and body
condition, handling response, reproductive efficiency, lameness and morbidity, mortality and culling rates.

Article 7.X.9.
Painful procedures
Some procedures such as surgical castration, tail docking, teeth clipping or grinding, tusk trimming, identification,

and nose ringing are commonly performed in pigs. These procedures should only be performed to facilitate
management, to meet market requirements and improve human safety and animal welfare.

OIE Terrestrial Animal Health Standards Commission/September 2016




12

EU comment
The EU asks the OIE to consider amending the final sentence as follows:

"These procedures should only be performed to facilitate management, to meet market
requirements or and improve human safety or and animal welfare."

Justification

There are different reasons for carrying out these procedures, but usually not all are
valid at the same time.

These procedures have the potential to cause pain and thus should be performed in such a way as to minimise
any pain and distress to the animal.

EU comment
The EU asks the OIE to consider amending this sentence as follows:

"These procedures are painful or have the potential to cause pain and thus should be
performed only when necessary and in such a way as to minimise any pain and distress
to the animal."

Justification

The majority of the procedures listed here will always be painful and it is therefore
relevant to consider the necessity for performing them.

Scientific reference

Sutherland, M.A. and Tucker, C.B. 2011. The long and short of it: a review of tail
docking in farm animals. Applied Animal Behaviour Science, 135(3) pp. 179-191

Options for enhancing animal welfare in relation to these procedures include the internationally recognised ‘three
Rs’ which involves replacement (entire or inmunocastrated males vs. castrated males), reduction (tail docking
and teeth clipping only when necessary) and refinement (providing analgesia or anaesthesia).

EU comment

The EU strongly supports the inclusion of this paragraph as the majority of the
procedures are painful. Furthermore, alternatives to either replace them or reduce the
need for them by introducing management measures or addressing environmental
aspects of the husbandry system exist. Therefore only when other measures are
impractical or have failed should these procedures be performed. Also as a minimum,
where the procedure is necessary to carry out it should be performed under anaesthetic
and additional prolonged analgesia.

Justification

Routine tail-docking for example is a procedure used to mask behavioural or
physiological symptoms due to inadequate environmental conditions or management
systems.

Scientific references

Prunier, A., Bonneau, M., von Borell, E.H., Cinotti, S., Gunn, M., Fredriksen, B.,
Giersing, M., Morton, D.B., Tuyttens, F.A.M., Velarde, A., 2006b. A review of the
welfare consequences of surgical castration in piglets and the evaluation of non-surgical
methods. Animal Welfare 15, 277-289.
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Backus G, Steier s, Courat M, Bonneau M, Higuera M., 2014. First progress report
from the European declaration on alternatives to surgical castration of pigs.

Backus G, van den Broek E, van der Fels B, Heres L, Immink VM, Knol EF, Komelis
M, Mathur PK, van der Peet-Schwering C, van Riel JW, Snoek HM, de Smet A, Tacken
GML, Valeeva NI, van Wagenberg CPA. Evaluation of producing and marketing entire
male pigs.NJAS-Wageningen Journal of Life Sciences. 2016:76:29-41.

Hansson M, Lundeheim N, Nyman G and Johansson G, 2011. Effect of local anaesthesia
and/or analgesia on pain responses induced by piglet castration. Acta Veterinaria
Scandinavica 2011, 53:34
http://download.springer.com/static/pdf/163/art%253A10.1186%252F1751-0147-53-
34.pdf?originUrl=http%3A %2F%2Factavetscand.biomedcentral.com%2Farticle%2F1
0.1186%2F1751-0147-53-
34&token2=exp=1477240380~acl=%2Fstatic%2Fpdf%2F163%2Fart%25253A10.1186
%25252F1751-0147-53-
34.pdf*~hmac=eb225d30cfcf4375a793b59c7ec47a07c2e¢88564ef67a888011dcS90ba442f13

Farm Animal Welfare Council, 2009. Farm Animal Welfare in Great Britain: Past,
Present and Future

Spoolder H, Bracke M, Mueller-Graf C, and Edwards S. Report 2: Preparatory work
for the future development of animal based measures for assessing the welfare of
weaned, growing and fattening pigs including aspects related to space allowance, floor
types, tail biting and need for tail docking. EFSA Supporting Publications. 2011:8:7
DOI: 10.2903/sp.efsa.2011.EN-181.

Outcome-based criteria (or measurables): complications from common procedures, morbidity rates, mortality and
culling rates, abnormal behaviour, physical appearance and changes in weight and body condition.

EU comment
The EU asks the OIE to consider the following addition to the list:

Outcome-based criteria (or measurables): complications from common procedures,
morbidity rates, mortality and culling rates, abnormal behaviour, physical appearance
and changes in weight and body condition and number and nature of interventions or

mutilations (such as tail-docking).

Justification:

Many of today’s pig husbandry systems routinely dock the pigs’ tails or perform teeth-
clipping. The number of interventions performed is therefore a good measurable.

Article 7.X.10.
Feeding and watering of animals
The amount of feed and nutrients pigs require in any management system is affected by factors such as climate,
the nutritional composition and quality of the diet, the age, gender, size and physiological state of the pigs (e.g.
pregnancy, lactation), and their state of health, growth rate, previous feeding levels and level of activity and
exercise.

All pigs should receive adequate quantities of feed and nutrients each day to enable each pig to:

— maintain good health;

—  meet its physiological demands; and

EU comment
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‘ The EU asks the OIE to consider the following amendment to the second point:
""- meet its physiological and behavioural demands; and"

‘ Justification:

| The feed also needs to cover behavioural needs.

- avoid metabolic and nutritional disorders.

Feed and water should be provided in such a way as to prevent undue competition and injury.

Pigs should be fed a diet with sufficient fibrous feedstuffs in order to reduce as much as possible the occurrence
of gastric ulcers (Hedde ef al.,1985).

EU comment
The EU asks the OIE to consider adding a new second sentence here:

"Pigs should be fed a diet with sufficient fibrous feedstuffs in order to reduce as much as

possible the occurrence of digestive problems such as gastric ulcers:_or stereotypic
behaviour due to hunger. Sows should be given a sufficient quantity of bulky or high-
fibre feed in order to prevent hunger."

Justification

Gastric ulcers are not only caused by a lack of fibrous feedstuffs, though there is an
aspect related to digestion.

Chronic hunger arises from restricted feeding of gestating sows. This is practised to
control the body condition of the sow, who shares the same genetic propensity for rapid
weight gain as her offspring, but the lack of feed results in hunger. The European
Commission’s Scientific Veterinary Committee has said that dry sows are usually
hungry throughout much of their lives.

Scientific references

Edwards S. 2014. Feeding behaviour, productivity and welfare of sows. Joint Annual
Meeting Symposium, July 22 (Kansas City, Missouri).
https://asas.confex.com/asas/jam2014/webprogram/Paper1698.html

Hansen A. 2012. Feed intake in reproducing sows. In: Nutritional Physiology of Pigs —
with emphasis on Danish production conditions, Chapter 8. Electronic publication,
SEGES, Videncenter for Svineproduktion, Copenhagen, Denmark, 2012.
http://vsp.Ilf.dk/~/media/Files/Laerebog_fysiologi/Chapter%2018.pdf

Appleby, M.C. and Lawrence, A.B., 1987. Food restriction as a cause of stereotypic
behaviour in tethered gilts. Animal Production, 45: 103-110

Terlouw, E.M.C., Lawrence, A.B. and Illius, A.W., 1991. Influences of feeding level and
physical restriction on development of stereotypies in sows. Animal Behaviour, 42: 981-
991

Spoolder, H.A.M., Burbidge, J.A., Lawrence, A.B., Simmins, P.H. and Edwards, S.A.,
1995. Provision of straw as a foraging substrate reduces the development of excessive

chain and bar manipulation in food restricted sows. Applied Animal Behaviour Science,
43: 249-262

Scientific Veterinary Committee, 1997. The welfare of intensively kept pigs.
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All pigs should have access to an adequate supply of palatable water at a temperature that does not inhibit
drinking and that meets their physiological requirements and is free from contaminants hazardous to pig health
(Patience, 2013).

Outcome-based criteria (or measurables): changes in body weight and body condition, agonistic behaviour at
feeding and watering places and abnormal behaviour such as tail biting, mortality and culling rates, and morbidity
rates (gastric ulcers).

EU comment
The EU asks the OIE to consider the following amendment:

"Outcome-based criteria (or measurables): changes in body weight and body condition,
dehydration, agonistic behaviour at feeding and watering places and abnormal
behaviour such as tail biting, mortality and culling rates, and morbidity rates (gastric
ulcers)."

Justification

Dehydration is listed as an animal-based criteria under 7.X.4 (physical appearance), and
it seems relevant to include it here.

Article 7.X.11.

Environmental enrichment

Animals should be provided with an environment that provides complexity and cognitive stimulation (e.g. foraging
opportunities, social housing, etc.) to foster normal behaviour, reduce abnormal behaviour and improve biological
function.

EU comment
The EU asks the OIE to consider the following amendment of the text:

"Animals should be provided with an environment that provides complexity and
cognitive stimulation (e.g. foraging opportunities, social housing, etc.) to foster normal
behaviour iallv_rooting an iting/chewing), reduce abnormal behaviour
(especially tail, ear, leg and flank biting and apathy due to lack of stimulation) and
improve biological function."

Justification:

Certain behavioural needs are very strong and if not met will lead to behavioural
problems. This should be highlighted here as environmental factors are important in
preventing e.g. tail-biting.

Scientific references

Munsterhjelm, C., Peltoniemi, O.A.T., Heinonen, M., Hilli, O., Karhapii, M. and
Valros, A., 2009. Experience of moderate bedding affects behaviour of growing pigs.
Applied Animal Behaviour Science, 118: 42-53

Bench, C.J. and Gonyou, H.W., 2006. Effect of environmental enrichment and breed line
on the incidence of belly nosing in piglets weaned at 7 and 14 days-of-age. Applied
Animal Behaviour Science

Beattie, V.E., O'Connell, N.E. and Moss, B.W., 2000. Influence of environmental
enrichment on the behaviour, performance and meat quality of domestic pigs. Livestock
Production Science, 65: 71-79
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Horrell, I. and A'Ness, P., 1995. Enrichment satisfying specific behavioural needs in
early-weaned pigs. Applied Animal Behaviour Science, 44: 257-281

Pigs should be provided with multiple forms of enrichment that aim to improve the welfare of the animals through
the enhancement of their physical and social environments, such as:

—  sufficient quantity of suitable materials to enable pigs to fulfil their innate needs to look for feed (edible
materials), bite (chewable materials), root (investigable materials) and manipulate (manipulable materials)
(Bracke et al., 2006);

EU comment
The EU asks the OIE to consider the following amendment of this first point:

""- sufficient quantity of suitable materials to enable pigs to fulfil their innate needs to
forage and explore i.e. to look for feed (i.e. edible materials that have a smell or taste),
bite (chewable materials), root (investigable materials [...],) and manipulate

(manipulable change materials [...] location, appearance or structure); novelty is
another aspect that is very important so as to maintain interest in the provided
material(s)."

Justification:

We are strongly supportive of the inclusion of this sentence as provision of enrichment
material is essential for the well-being of pigs. However, we would also like to highlight
that certain behavioural needs are very strong, such as foraging and exploratory
behaviour. The characteristics of suitable enrichment materials have been described in
the EFSA opinion issued in 2014 and should be included here.

Scientific references

Weerd, H. van de, Docking, C.M., Day, J.E.L., Avery, P.J. and Edwards, S.A., 2003. A
systematic approach towards developing environmental enrichment for pigs. Applied
Animal Behaviour Science, 84: 101-118

Bracke, M.B.M, Zonderland, J.J. and Bleumer, E.J.B., 2007. Expert judgement on
enrichment materials for pigs validates preliminary RICHPIG model. Applied Animal
Behaviour Science, 104: 1-13

Bracke, M.B.M, Zonderland, J.J. and Bleumer, E.J.B., 2007. Expert consultation on
weighing factors of criteria for assessing environmental enrichment materials for pigs.
Applied Animal Behaviour Science, 104: 14-23

EFSA AHAW Panel (EFSA Panel on Animal Health and Welfare), 2014. Scientific
Opinion concerning a multifactorial approach on the use of animal and non-animal-
based measures to assess the welfare of pigs. EFSA Journal 2014;12(5):3702, 101 pp.
d0i:10.2903/j.efsa.2014.3702

—  social enrichment which involves either keeping pigs in groups or individually with visual, olfactory and
auditory contact with other pigs;

- positive human contact (such as pats, rubs and talking).

Outcome-based criteria (or measurables): physical appearance (injuries), behaviour (stereotypies, tail biting),
changes in body weight and body condition, handling response, reproductive efficiency, lameness and morbidity,
mortality and culling rates.

Article 7.X.12.

Prevention of abnormal behaviour
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In pig production there are a number of abnormal behaviours that can be prevented or minimised with
management procedures.

Many of these problems are multifactorial and minimising their occurrence requires an examination of the whole
environment and of several management factors. However some recommendations to reduce their occurrence
include:

1) Oral stereotypies (e.g. bar biting, sham chewing, excessive drinking) in adult pigs can be minimised by
providing environmental enrichment and increasing feeding time and satiety by increasing fibre content in
the diet or foraging roughage (Robert et al.,1997; Bergeron et al., 2000).

2) Tail biting may be reduced by providing an adequate enrichment material and an adequate diet (avoiding
deficiencies of sodium or essential amino-acids), and avoiding high stocking densities and competition for
feed and water (Walker and Bilkei, 2005). Other factors to consider include animal characteristics (breed,
genetics, gender) and social environment (herd size, mixing animals) (Schroder-Petersen and Simonsen,
2001; EFSA, 2007; Taylor et al., 2010).

EU comment

The EU asks the OIE to consider amending the first two sentences and adding more
factors in the final sentence:

"Tail biting may be reduced by avoiding unnecessary stressors that agitate the animals,
and by providing an adequate enrichment material, cf. Article 7.X.11 [...](Zonderlan

et al., 2008). In this respect prevention includes providing and an adequate diet
(avoiding deficiencies of sodium or essential amino-acids), and avoiding high stocking
densities and competition for feed and water. Other factors to consider include animal
characteristics (breed, genetics, gender), and social environment (herd size, mixing
animals) (Schroder-Petersen and Simonsen, 2001; EFSA, 2007; Taylor et al., 2010),

general health, thermal comfort and air quality."

Justification

Clarification

Impaired general health, thermal comfort and poor air quality are risk factors to be
considered when trying to reduce problems with tail biting.

Scientific references

EFSA AHAW Panel (EFSA Panel on Animal Health and Welfare), 2014. Scientific
Opinion concerning a multifactorial approach on the use of animal and non-animal-
based measures to assess the welfare of pigs. EFSA Journal 2014;12(5):3702, 101 pp.
d0i:10.2903/j.efsa.2014.3702

3) Belly nosing and ear sucking may be reduced by increasing the weaning age, and providing feed to piglets
prior to weaning to avoid the abrupt change of feed (Marchant-Forde, 2009; Sybesma, 1981; Worobec,
1999).

4) Vulva biting may be reduced by minimising competition in accessing the feeding area (Bench et al., 2013;
Leeb et al., 2001; Rizvi et al., 1998).

Qutcome-based criteria (or measurable): physical appearance (injuries), behaviour (abnormal behaviour),
morbidity rates, mortality and culling rates, reproductive efficiency and changes in body weight and body condition.

Article 7.X.13.
Space allowance

Space allowance should be managed taking into account different areas for lying, standing and feeding. Crowding
should not adversely affect normal behaviour of pigs and durations of time spent lying.
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EU comment
The EU asks the OIE to consider amending the first sentence as follows:

"Space allowance should be managed taking into account different areas for lying,
standing, and feeding and elimination behaviour."

Justification
If given the opportunity, pigs maintain a distinct dunging zone.
Scientific references

Stolba, A. and Wood-Gush, D.G.M., 1989. The behaviour of pigs in a semi-natural
environment. Animal Production, 48: 419-425

Insufficient and inadequate space allowance may increase stress, the occurrence of injuries and have an adverse
effect on growth rate, feed efficiency, reproduction and behaviour such as locomotion, resting, feeding and
drinking, agonistic and abnormal behaviour (Gonyou et al., 2006; Ekkel, 2003; Turner, 2000).

1. Group housing

Floor space may interact with a number of factors such as temperature, humidity, floor type and feeding
systems (Marchant-Forde, 2009; Verdon, 2015). All pigs should be able to rest simultaneously, and each
animal lie down, stand up and move freely. Sufficient space should be provided to enable animals to have
access to feed, water, to separate lying and elimination areas and to avoid aggressive animals.

EU comment
The EU asks the OIE to amend the first sentence as follows:

"Floor space requirements may interact with a number of factors such as temperature,
humidity, floor type and feeding systems."

Justification:

Linguistic

If abnormal behaviour is seen, corrective measures should be taken, such as increasing space allowance
and providing barriers where possible.

EU comment
The EU asks the OIE to consider the following amendments:

"If abnormal behaviour is seen, corrective measures should be taken, such as increasing
space allowance, _modifying ventilation, providing enrichment material, providing
fibrous diets or and-providing barriers where possible."

Justification:

The added elements are also known factors in mitigating abnormal behaviour.

In outdoor systems where pigs have autonomy over diet selection, stocking density should be matched to
the available feed supply.

Outcome-based criteria (or measurables): reduction or variation in body weight and body condition,
increasing agonistic and abnormal behaviour such as tail biting, injuries, morbidity, mortality and culling
rates, and physical appearance (e.g. presence of faeces on the skin).

2. Individual pens

Pigs must be provided with sufficient space so that they can stand up, turn around and lie comfortably in a
natural position, and that provides for separation of dunging, lying and eating areas.
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EU comment

The EU asks the OIE to consider the following amendment:

"Pigs should only be housed in individual pens, if necessary. In individual pens pigs
must be provided with sufficient space so that they can stand up, turn around and lie

comfortably in a natural position, and that provides for separation of dunging, lying and
eating areas."

Justification

Pigs are highly social animals and it is important for their welfare and possibility to
express natural and social behaviour that they kept in groups as much as possible.

Qutcome-based criteria (or measurables): increasing abnormal behaviour (stereotypies), morbidity, mortality
and culling rates, and physical appearance (e.g. presence of faeces on the skin, injuries).

3. Stalls (crates)

EU comment

The EU asks the OIE to consider altering the title and adding the following introductory
sentence:

"Stalls-(eCrates)

tem ing crat houl i ra to the ensuing health an Ifar
problems."

Justification

Linguistic: We do not believe that the terms “stalls” and “crates” are synonymous and
can be used interchangeably. It is our understanding that this section applies only to
farrowing crates or other types of crates. It should therefore be ascertained which
terminology is most descriptive and relevant to use. The change of wording would then
have to be made throughout this section.

Pigs are highly social animals and it is important for their welfare that they kept in
groups as much as possible so that they have the possibility to express natural and social
behaviour. Crates limit the pig’s possibility for free movement and possibility to express
natural/normal behaviour. It is therefore important for the welfare of the pigs that the
time they are kept in crates is limited. Furthermore, sows kept in crates where they
cannot turn around have reduced bone and muscular strength, reduced cardiovascular
fitness and a higher incidence of foot and leg pathologies and stereotypies. Article 7.X.6
states “housing systems where pregnant sows and gilts can be kept in groups are
recommended”. It would therefore be helpful for Article 7.X.13 to draw attention to the
health and welfare problems entailed in the use of crates and to clarify that these
systems should discouraged.

Scientific references

EFSA. 2007. Scientific Report on animal health and welfare aspects of different housing
and husbandry systems for adult breeding boars, pregnant, farrowing sows and
unweaned piglets. European Food Safety Authority. The EFSA Journal 572:1-107.
www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/572.pdf.

Mason G and Rushen J. 2006. Stereotypic Animal Behaviour: Fundamentals and
Applications to Welfare, 2nd Edition (Wallingford, U.K.: CABI, p. 347).
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Scientific Veterinary Committee, 1997. The welfare of intensively kept pigs.

Stalls must be sized appropriately to allow pigs to:
—  be able to stand up in their natural stance without contact with either side of the stall,
- stand up without touching the top bars,

—  stand in a stall without simultaneously touching both ends of the stall,

EU comment
The EU asks the OIE to consider amending this point as follows:

"- stand in a crate stall without simultaneously touching both ends or sides of the crate
stal,"

Justification

This is an equally restricting situation for the pig.

- lie comfortably on their sides without disturbing neighbouring pigs.

OQutcome-based criteria (or measurables): physical appearance (e.g. injuries), increasing abnormal
behaviour (stereotypies), reproductive efficiency, lameness and morbidity, mortality and culling rates (e.g.

piglets).

EU comment
The EU asks the OIE to consider the following amendments:

"Outcome-based criteria (or measurables): physical appearance (e.g. injuries_including

shoulder wounds and lameness), increasing abnormal behaviour (stereotypies),

reproductive efficiency, lameness and morbidity, mortality and culling rates (e.g.
piglets)."

Justification:

The added criteria are also known and relevant for this type of system.

Article 7.X.14.
Flooring, bedding, resting surfaces

In all production systems pigs need a well-drained and comfortable place to rest.

EU comment

The EU asks the OIE to consider the following amendment:

"In all production systems pigs need a well-drained, dry and comfortable place to rest."
Justification

Well-drained is not sufficient as the area needs to be dry for it to be considered
comfortable.

Floor management in indoor production systems can have a significant impact on pig welfare (Temple et al.,
2012; Newton et al., 1980). Flooring, bedding, resting surfaces and outdoor yards should be cleaned as
conditions warrant, to ensure good hygiene, comfort and minimise risk of diseases and injuries. Areas with
excessive faecal accumulation are not suitable for resting.

EU comment
The EU asks the OIE to consider the following amendment of the final sentence:
""Areas with excessive faecal accumulation are most unsuitable net-suitable for resting."
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Justification

"Not suitable' is inadequate in this context. The pigs need to be provided with a resting
area that is both dry and clean.

Floors should be designed to minimise slipping and falling, promote foot health, and reduce the risk of claw
injuries.

If a housing system includes areas of slatted floor, the slat and gap widths should be appropriate to the claw size
of the pigs to prevent injuries.

EU comment
The EU asks the OIE to consider adding a new second sentence to this paragraph:

"When new systems are considered those with fully slatted floors should be avoided."

Justification

In housing systems with fully slatted floors it is more difficult to manage appropriately
issues that are important to maintain good pig welfare, e.g. the provision of suitable
enrichment material.

Slopes of the pens should allow water to drain and not pool in the pens.

EU comment
The EU asks the OIE to amend the first sentence as follows:

""Slopes of the pen’s floor should allow water to drain and not pool in the pens."

Justification:

Linguistic

In outdoor systems, pigs should be rotated between paddocks to ensure good hygiene and minimise risk of
diseases.

If bedding is provided it should be suitable (e.g. hygienic, non-toxic) and maintained to provide pigs with a clean,
dry and comfortable place on which to lie.

Outcome-based criteria (or measurables): physical appearance (e.g. injuries, presence of faeces on the skin,
bursitis), lameness and morbidity rates (e.g. respiratory disorders, reproductive tract infections).

Article 7.X.15.
Air quality
Good air quality and ventilation are important for the welfare and health of pigs and reduce the risk of respiratory

discomfort and diseases. Dust, micro-organisms and noxious gases, including ammonia, hydrogen sulphide, and
methane, can be problematic in indoor systems due to decomposing animal waste (Drummond et al., 1980).

EU comment
The EU asks the OIE to consider the following amendment of the paragraph:

"Good air quality and ventilation are important for the welfare and health of pigs and
reduce the risk of respiratory discomfort, and diseases and behavioural abnormalities
L...]. Dust, micro-organisms, [...] toxins and noxious gases, including ammonia,
hydrogen sulphide, and methane, can be problematic in indoor systems due to
decomposing animal waste."

Justification
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Bad ventilation is a risk factor as regards tail-biting or other behavioural abnormalities,
cf. earlier comment.

For the inclusion of toxins we provide the following scientific references:

Winkel, A., Wouters, I. M., Aarnink, A. J. A., Heederik, D. J. J., & Ogink, N. W. M.
(2014). Emissies van endotoxinen uit de veehouderij: een literatuurstudie voor
ontwikkeling van een toetsingskader (Rapport 773): Wageningen UR Livestock
Research.

Basinas, L., Sigsgaard, T., Kromhout, H., Heederik, D., Wouters, I. M., & Schlunssen, V.
(2015). A comprehensive review of levels and determinants of personal exposure to dust
and endotoxin in livestock farming. 25(2), 123-137

The Health Council of the Netherlands. (2010). Endotoxins; Health-based recommended
occupational exposure limit. The Hague: Dutch expert Committee on Occupational
Safety; a Committee of the Health Council of the Netherlands in cooperation with the
Nordic Expert Group for Criteria Documentation of Health Risks from Chemicals

Smit, L. A. M., Wouters, I. M., Heederik, D., & Douwes, J. (2009). Health effects of
occupational endotoxin exposure: a review and relevance to veterinary practice.
Tijdschrift voor Diergeneeskunde, 134(20), 840-846

Lai, H. T. L., Nieuwland, M. G. B., Kemp, B., Aarnink, A. J. A., & Parmentier, H. K.
(2009). Effects of dust and airborne dust components on antibody

Air quality is influenced strongly by management and building design in housed systems. Air composition is
influenced by stocking density, the size of the pigs, flooring, bedding, waste management, building design and
ventilation system (Ni et al., 1999).

Proper ventilation is important for effective heat dissipation in pigs and to prevent the build-up of effluent gases
(e.g. ammonia and hydrogen sulphide), including those from manure and dust in the housing unit. The ammonia
level in enclosed housing should not exceed 25 ppm. A useful indicator is that if air quality is unpleasant for
humans it is also likely to be a problem for pigs.

EU comment
The EU asks the OIE to consider the following amendments:

"Proper ventilation is important for effective heat dissipation in pigs and to prevent the
build-up of effluent gases (e.g. ammonia and hydrogen sulphide), including those from
manure and dust in the housing unit. The ammonia level in enclosed housing should not
exceed 25 ppm. A useful indicator is that if air quality is unpleasant for humans it is alse
most likely te-be a problem for pigs."

Justification

Degree of likelihood is higher.

Outcome-based criteria (or measurables): morbidity, mortality and culling rates, behaviour (especially respiratory
rate or coughing), reductions in weight and body condition.

EU comment
The EU asks the OIE to consider the following amendment:

"Outcome-based criteria (or measurables): excessive soiling, morbidity (esp.

information on lung lesions gathered at the slaughterhouse), mortality and culling rates,

behaviour (especially respiratory rate or coughing), behavioural abnormalities [...], [...]
tear staining, reductions in weight and body condition."
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Justification

If the ventilation is insufficient or ammonium levels are too high it can cause unhygienic
conditions in the pens and excessive soling will be observed. An inadequate thermal
environment, such as drafts, may be a risk factor for tail biting and other behavioural
abnormalities. See also previous comment concerning tear staining.

Scientific references

EFSA AHAW Panel (EFSA Panel on Animal Health and Welfare), 2014. Scientific
Opinion concerning a multifactorial approach on the use of animal and non-animal-
based measures to assess the welfare of pigs. EFSA Journal 2014;12(5):3702, 101 pp.
d0i:10.2903/j.efsa.2014.3702

Telkanranta, H.; Marchant-Forde, J. N.; Valros, A. 2016. Tear staining in pigs: a
potential tool for welfare assessment on commercial farms. Animal, 10 ( 2): 318-325

DeBoer, S. P.; Garner, J. P.; McCain, R. R.; et al., 2015. An initial investigation into the
effects of isolation and enrichment on the welfare of laboratory pigs housed in the
PigTurn (R) system, assessed using tear staining, behaviour, physiology and
haematology. Animal WelfareVolume: 24 Issue: 1 Pages: 15-27

Article 7.X.1l6.

Thermal environment

Although pigs can adapt to different thermal environments particularly if appropriate breeds are used for the
anticipated conditions, sudden fluctuations in temperature can cause heat or cold stress.

1. Heat stress

Heat stress is a serious problem in pig production. It can cause significant reductions in weight gain and
fertility, or sudden death (Werremann and Bazer, 1985).

The risk of heat stress for pigs is influenced by environmental factors including air temperature, relative
humidity, wind speed, stocking density, shade and wallow availability in outdoor systems, animal factors
including breed, age and body condition (Heitman and Hughes, 1949; Quiniou and Noblet, 1999).

EU comment
The EU asks the OIE to consider the following amendment:

"The risk of heat stress for pigs is influenced by environmental factors including air
temperature, relative humidity, wind speed, ventilation rates, stocking density, shade
and wallow availability in outdoor systems, animal factors including breed, age and
body condition."

Justification

Ventilation is also an equally important factor.

Animal handlers should be aware of the risk that heat stress poses to pigs and of the thresholds in relation
to heat and humidity that may require action. If the risk of heat stress reaches very high levels the animal
handlers should institute an emergency action plan that gives priority to access to additional water and could
include provision of shade and wallows in outdoor systems, fans, reduction of stocking density and provision
of cooling systems as appropriate for the local conditions.

EU comment

The EU asks the OIE to consider the following amendment of the final sentence:
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"If the risk of heat stress reaches very high levels the animal handlers should institute an
emergency action plan that gives priority to access to additional water and could include
provision of shade and wallows in outdoor systems, fans, reduction of stocking density
and provision of cooling systems (e.g. misting systems) as appropriate for the local
conditions."

Justification

Misting systems are a good way to cool down the animals.

Outcome-based criteria (or measurables): behaviour (feed and water intake, respiratory rate, panting, agonistic
behaviour), physical appearance (presence of faeces on the skin), morbidity, mortality and culling rates, and
reproductive efficiency.

2. Cold stress

Protection from cold should be provided when these conditions are likely to create a serious risk to the
welfare of pigs, particularly in neonates and young pigs and others that are physiologically compromised
(e.g. ill animals). This could be provided by extra bedding, heat mats or lamps and natural or man-made
shelters in outdoor systems (Blecha and Kelley, 1981).

EU comment
The EU asks the OIE to consider the following amendment of the first sentence:

"Protection from cold should be provided when these conditions are likely to create a
serious risk to the welfare of pigs, particularly in neonates and young pigs and others
that are physiologically compromised (e.g. ill animals)."

Justification

It ought to be enough that there is a risk to the welfare of the animal in order to take
action.

Outcome-based criteria (or measurables): morbidity, mortality and culling rates, physical appearance (long hair,
piloerection), behaviour (especially abnormal postures, shivering and huddling) and changes in body weight and
body condition.

Article 7.X.17.
Noise
Pigs are adaptable to different levels and types of noise. However, exposure of pigs to sudden or loud noises
should be minimised where possible to prevent stress and fear reactions. Ventilation fans, feeding machinery or

other indoor or outdoor equipment should be constructed, placed, operated and maintained in such a way that
they cause the least possible amount of noise (Algers and Jensen, 1991).

EU comment

The EU asks the OIE to consider the following amendment of the first sentence of this
paragraph:

""Pigs are to some extent adaptable to different levels and types of noise."
Justification

The adaptation to different levels of noise is limited.

Outcome-based criteria (or measurables): behaviour (e.g. fleeing and vocalisation), physical appearance (e.g.
injuries), reproductive efficiency, changes in body weight and body condition.

EU comment
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The EU asks the OIE to consider the following amendment:

"Outcome-based criteria (or measurables): behaviour (e.g. fear reaction or restlessness,
fleeing and vocalisation), physical appearance (e.g. injuries), reproductive efficiency,
changes in body weight and body condition."

Justification

These examples are equally relevant reasons for behavioural reactions to loud noise.

Article 7.X.18.
Lighting

Indoor systems should have light levels sufficient to allow all pigs to see one another, to investigate their
surroundings visually and to show other normal behaviour patterns and to be seen clearly by staff to allow
adequate inspection of the pigs. The lighting regime shall be such as to prevent health and behavioural problems.
It should follow a 24-hour rhythm and include sufficient uninterrupted dark and light periods, preferably no less
than 6 hours for both.

EU comment
The EU asks the OIE to consider the following amendment of the final sentence:

"It should follow a 24-hour rhythm and include sufficient uninterrupted dark and light
periods, preferably no less than 8 6 hours for both."

Justification

The suggested period for daylight is very short (only a quarter of a day) and may even
affect the reproductive cycle.

A minimum of 40 lux of lighting is recommended for a minimum of 6 hours per day (Martelli et al., 2005; Taylor et
al., 2006).

EU comment

The EU asks the OIE to consider the following amendment:

"A minimum of 40 lux of lighting is recommended for a minimum of 6-8 hours per day."
Justification

See previous comment. |[...]

Scientific references:

Taylor, Nina. 30.04.2010. Lighting for Pig Units, Report compiled for BPEX

1997. The welfare of intensively kept pigs. Report of the Scientific Veterinary
Committee — Recommendation 25.

Artificial light sources should be located so as not to cause discomfort to the pigs.

Outcome-based criteria (or measurable): behaviour (locomotive behaviour), morbidity rates, reproductive
efficiency, physical appearance (injuries) and changes in body weight and body condition.

Article 7.X.19.
Farrowing and lactation
Sows and gilts need time to adjust to their farrowing accommodation before farrowing. Nesting material should be
provided where possible some days before farrowing (Yun et al., 2014). Sows should be observed frequently

around their expected farrowing times. As some sows and gilts need assistance during farrowing sufficient space
and competent staff are needed.
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EU comment
The EU asks the OIE to consider the following amendment of the second sentence:

""Nesting material should be provided where possible some days before farrowing (Yun

et al., 2014) and if necessary be replenished |[...] so that the animal has enough material

to carr t proper nest buildin haviour."
Justification

It is unfortunately common that nesting material is only provided (and in low quantities)
as the animal is moved to the farrowing unit approximately one week before expected
farrowing. As pigs often do not have access to rooting material in many production
systems they tend to eat it rapidly. Little, if any, is then left for the actual nest building
behaviour. Other reasons why the material needs to be replenished also occur.

EU comment

The EU asks the OIE to consider including a new sentence here:

"Producers should consider the use of loose farrowing systems as in well-designed and
well-managed loose systems piglet mortality can be as low as in crates."

Justification

Farrowing crates restrict sows’ movements and prevent them from carrying out proper
nest building which is an important behavioural need. Loose farrowing systems are
better in this respect. It is therefore helpful to draw attention to the development in
recent years of loose farrowing systems which can perform as well in terms of piglet
mortality as crates while also providing benefits to sow welfare.

Scientific references

Wischner, D., Kemper, N., Krieter, J., 2009a. Nest-building behaviour in sows and
consequences for pig husbandry. Livestock Science 124, 1-8.

Weber R, Keil NM, Fehr M and Horat R. 2007. Piglet mortality on farms using
farrowing systems with or without crates. Animal Welfare 16(2):277-279.

Baxter EM, Lawrence AB, and Edwards SA. 2012. Alternative farrowing
accommodation: welfare and economic aspects of existing farrowing and lactation
systems for pigs. Animal 6(1):96-117.

Outcome-based criteria (or measurables): mortality and culling rates (piglets), morbidity rates (metritis and
mastitis), behaviour (stereotypies), reproductive efficiency, physical appearance (injuries).

EU comment
The EU asks the OIE to consider including one more example:

"QOutcome-based criteria (or measurables): mortality and culling rates (piglets),
morbidity rates (metritis and mastitis), behaviour (stereotypies, agitation [...]),
reproductive efficiency, physical appearance (injuries)."

Justification

In conjunction with farrowing signs of stress is an important measurable.

Article 7.X.20.
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Weaning

Weaning can be a stressful time for sows and piglets and good management is required. Problems associated
with weaning are generally related to the piglet's size and physiological maturity. Early weaning systems require
good management and nutrition of the piglets.

EU comment
The EU asks the OIE to consider the following amendment of the first sentence:

"Weaning ean—be is a stressful time for sows and piglets and good management is
required."

Justification

Weaning is always to a certain extent stressful.

An average weaning age of three weeks or older is recommended (Worobec et al., 1999).

EU comment

The EU asks the OIE to consider the following amendment of this sentence and to add a
second sentence:

"An average minimum weaning age of three weeks er—older is recommended. Piglets
should only be weaned once they have become used to another diet."

Justification

The use of “average” would allow some pigs to be weaned at less than three weeks of
age. The European Food Safety Authority has recommended that piglets should not be
weaned before four weeks of age. To permit some piglets to be weaned at less than three
weeks of age would be detrimental to their welfare and their immune systems.

It is important for the welfare and the health of the piglets that they are accustomed to
the new diet before they are removed from the sow.

Scientific references

EFSA. 2007. Animal health and welfare aspects of different housing and husbandry
systems for adult breeding boars, pregnant, farrowing sows and unweaned piglets. The
EFSA Journal 5§72:1-107.

Hameister, T., Puppe, B., Tuchscherer, M., Kanitz, E., 2010. Effects of weaning age on
behavioural and physiological responses of domestic piglets - a review. Berliner und
Munchener Tierarztliche Wochenschrift 123, 11-19.

EU comment
The EU asks the OIE to consider including a new paragraph here:

"Delaying weaning until the age of four weeks or older can produce benefits as regards
intestinal immunity and r iarrhoea
antimicrobials and a decrease in weight gain retardation."

Justification

It would be helpful to alert producers to the benefits of later weaning particularly as
early weaning is one of the main causes of high levels of routine preventive use of
antimicrobials in pig farming.
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Scientific references

EFSA. 2007. Animal health and welfare aspects of different housing and husbandry
systems for adult breeding boars, pregnant, farrowing sows and unweaned piglets. The
EFSA Journal 572:1-107.

Hameister, T., Puppe, B., Tuchscherer, M., Kanitz, E., 2010. Effects of weaning age on
behavioural and physiological responses of domestic piglets - a review. Berliner und
Munchener Tierarztliche Wochenschrift 123, 11-19.

McLamb BL, Gibson AJ, Overman EL, Stahl C and Moeser AJ. 2013. Early weaning
stress in pigs impairs innate mucosal immune responses to Enterotoxigenic E. coli
challenge and exacerbates intestinal injury and clinical disease. PLoS ONE 8(4): ¢59838.

Smith F, Clark JE, Overman BL, et al. 2010. Early weaning stress impairs development
of mucosal barrier function in the porcine intestine. American Journal of Physiology:
Gastrointestinal Liver Physiology 298(3):G352-363.

Gonyou HW, Beltranena E, Whittington DL, and Patience JF. 1998. The behaviour of
pigs weaned at 12 and 21 days of age from weaning to market. Canadian Journal of
Animal Science 78:517-523.

Worobec E, Duncan IJH, and Widowski TM. 1999. The effects of weaning at 7, 14 and
28 days on piglet behaviour. Applied Animal Behaviour Science 62:173-182.

Bailey M, Vega-Lopez MA, Rothkotter HJ, et al. 2001. Enteric immunity and gut health.
In: Varley MA and Wiseman J (eds.), The Weaner Pig: Nutrition and Management
(Wallingford, U.K.: CABI Publishing, pp. 207-222).

Danish Ministry of Agriculture, 2014.
http://www.ft.dk/samling/20131/almdel/flf/spm/495/svar/1156714/1401964.pdf

Regardless of age, low weight piglets require additional care and can benefit from being kept in small groups in
specialised pens until they are able to be moved to the common nursery area.

Newly weaned pigs are susceptible to disease challenges, so adherence to high-level hygiene protocols is
important. It should be ensured that the area that piglets are weaned into is clean and dry.

EU comment

The EU asks the OIE to consider amending both sentences in the above paragraph as
follows:

"Newly weaned pigs are susceptible to disease challenges, so adherence to high-level
hygiene protocols as well as climate control and proper diet provisions is important. It
should be ensured that the area that piglets are weaned into is suitably heated, clean,
disinfected and dry."

Justification

The temperature is very important for the welfare of piglets. In many countries heating
is vital.

Disinfection is a well-known and recommended practice performed between different
groups of animals and is especially important in young animals as they are likely to be
more susceptible to disease.

All newly weaned pigs should be monitored during the first two weeks after weaning for any signs of ill-health.

Outcome-based criteria (or measurable): mortality and culling rates (piglets), morbidity rates (respiratory disease,
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diarrhoea), behaviour (belly nosing and ear sucking), physical appearance (injuries) and changes in body weight
and body condition.

Article 7.X.21.
Mixing
Mixing of unfamiliar pigs can result in fighting to establish a dominance hierarchy, and therefore mixing should be
minimised as much as possible (Moore et al., 1994; Fabrega et al., 2013). When mixing, strategies to reduce
aggression and injuries should be implemented and animals should be supervised.

Measures to prevent excessive fighting and injuries could include (Arey and Edwards, 1998):

- providing additional space and a non-slippery floor,
—  feeding before mixing,
—  feed on the floor in the mixing area,

— provision of straw in the mixing area,

EU comment

The EU asks the OIE to consider amending this point as follows:
"— provision of straw [...]Jor other suitable enrichment materials in the mixing
area,"

Justification

For some husbandry systems straw may not be an option and other materials that
satisfy the pigs’ behavioural needs may have to be used.

- providing opportunities to escape and to hide from other pigs, such as visual barriers,

- mix previously familiarised animals whenever possible,

EU comment

The EU asks the OIE to consider amending this point as follows:
"— mixing only previously familiarised animals whenever possible,"
Justification

Linguistic and to prevent fighting

—  young animals should be mixed as soon after weaning as possible,

— avoid adding one or small number of animals to a large established group.

EU comment

The EU asks the OIE to consider including an additional point here:
""- avoid disruption of established groups"

Justification

Disruption of already established groups might lead to poor pig welfare and injuries due
to fighting as their way of establishing a new hierarchy.

Outcome-based criteria (or measurables): mortality, morbidity and culling rates, behaviour (agonistic), physical
appearance (injuries), changes in body weight and body condition and reproductive efficiency.

Article 7.X.22.

Genetic selection

OIE Terrestrial Animal Health Standards Commission/September 2016




30

Welfare and health considerations should balance any decisions on productivity and growth rate when choosing a
breed or hybrid for a particular location or production system.

Selective breeding can improve the welfare of pigs for example by selection to improve maternal behaviour, piglet
viability, temperament and resistance to stress and disease and to reduce tail biting and aggressive behaviour
(Turner et al., 2006).

Outcome-based criteria (or measurable): physical appearance, behaviour, changes in body weight and body
condition, handling response, reproductive efficiency, lameness, and morbidity, mortality and culling rates.

EU comment
The EU asks the OIE to consider amending this paragraph as follows:

"Outcome-based criteria (or measurable): physical appearance, [...] behaviour (e.g.
good maternal behaviour or low levels of aggression), changes in body weight and body
condition, handling response, reproductive efficiency, lameness, and morbidity, [...]

mortality (piglet and sow) and culling rates."
Justification

Clarification

Article 7.X.23.

Protection from predators

EU comment

The EU asks the OIE to consider changing the title of this article if the below suggestion
is taken into account:

"Protection from predators and pests"

In outdoor and combination systems pigs should be protected from predators.

EU comment

The EU asks the OIE to consider adding the following sentence to the paragraph:

"Pigs should also be protected from pests such as excessive numbers of flies and
mosquitos."

Justification

In an outdoor environment there are also pests that can adversely affect the animal’s
well-being, especially when the number of these is high.

Outcome-based criteria (or measurable): morbidity, mortality and culling rates, behaviour, and physical
appearance (injuries).

Article 7.X.24.
Biosecurity and animal health

1. Biosecurity and disease prevention

Biosecurity plans should be designed, implemented and maintained, commensurate with the best possible
herd health status, available resources and infrastructure, and current disease risk and, for listed diseases in
accordance with relevant recommendations in the Terrestrial Code.

These biosecurity plans should address the control of the major sources and pathways for spread of
pathogens:
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pigs, including introductions to the herd,
young animals coming from different sources,
other domestic animals, wildlife, and pests,
people, including sanitation practices,
equipment, tools and facilities,

vehicles,

air,

water supply, feed and bedding,

manure, waste and disposal of dead animals,

semen.

Outcome-based criteria (or measurables): morbidity, mortality and culling rates, reproductive efficiency,
changes in weight and body condition, physical appearance (signs of disease).

a)

Animal health management

Animal health management should optimise the physical and behavioural health and welfare of the pig
herd. It includes the prevention, treatment and control of diseases and conditions affecting the herd (in
particular respiratory, reproductive and enteric diseases).

There should be an effective programme for the prevention and treatment of diseases and conditions,
formulated in consultation with a veterinarian, where appropriate. This programme should include the
recording of production data (e.g. number of sows, piglets per sow per year, feed conversion, and body
weight at weaning), morbidity, mortality and culling rate and medical treatments. It should be kept up to
date by the animal handler. Regular monitoring of records aids management and quickly reveals
problem areas for intervention.

For parasitic burdens (e.g. endoparasites, ectoparasites and protozoa), a programme should be
implemented to monitor, control and treat, as appropriate.

Lameness can be a problem in pigs. Animal handlers should monitor the state of feet and legs and
take measures to prevent lameness and maintain foot and leg health.

Those responsible for the care of pigs should be aware of early specific signs of disease or distress
(e.g. coughing, abortion, diarrhoea, changes in locomotory behaviour, apathetic behaviour), and non-
specific signs such as reduced feed and water intake, changes in weight and body condition, changes
in behaviour or abnormal physical appearance.

Pigs at higher risk of disease or distress will require more frequent inspection by animal handlers. If
animal handlers suspect the presence of a disease or are not able to correct the causes of disease or
distress, they should seek advice from those having training and experience, such as veterinarians or
other qualified advisers, as appropriate.

Non-ambulatory pigs should not be transported or moved unless absolutely necessary for treatment or
diagnosis. Such movements should be done carefully using methods that avoid dragging the animal or
lifting it in a way that might exacerbate injuries.

EU comment

The EU asks the OIE to consider amending the second sentence of this sentence as

follows:

"Such movements should be done carefully using methods that avoid dragging the
animal or lifting it in a way that might cause unnecessary pain, suffering or exacerbate
injuries."

Justification
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It is important to have due regard to the welfare of animals, this includes not only injury
but also pain and mental suffering. Absence of unnecessary pain, suffering and distress
are basic principles of good animal welfare.

Animal handlers should also be competent in assessing fitness to transport, as described in
Chapter 7.3.

In case of disease or injury, when treatment has failed or recovery is unlikely (e.g. pigs that are unable
to stand up, unaided or refuse to eat or drink), the animal should be humanely killed as soon as
possible in accordance with Chapter 7.6.

Outcome-based criteria (or measurable): morbidity, mortality and culling rates, reproductive efficiency,
behaviour (apathetic behaviour), lameness, physical appearance (injuries) and changes in body weight
and body condition.

b) Emergency plans for disease outbreaks
Emergency plans should cover the management of the farm in the event of an emergency disease
outbreak, consistent with national programmes and recommendations of Veterinary Services as
appropriate.
Article 7.X.25.
Emergency plans
Where the failure of power, water and feed supply systems could compromise animal welfare, pig producers
should have contingency plans to cover the failure of these systems. These plans may include the provision of
fail-safe alarms to detect malfunctions, back-up generators, contact information for key service providers, ability to
store water on farm, access to water cartage services, adequate on-farm storage of feed and an alternative feed
supply.
Preventive measures for emergencies should be input-based rather than outcome-based. Contingency plans
should be documented and communicated to all responsible parties. Alarms and back-up systems should be
checked regularly.
Article 7.X.26.
Disaster management
Plans should be in place to minimise and mitigate the effect of disasters (e.g. earthquake, fire, flooding, blizzard

and hurricane). Such plans may include evacuation procedures, identifying high ground, maintaining emergency
feed and water stores, destocking and humane killing when necessary.

Humane killing procedures for sick or injured pigs should be part of the disaster management plan.
Reference to emergency plans can also be found in Article 7.X.25.

Article 7.X.27.

Euthanasia (Humane killing)

EU comment

The EU asks the OIE to consider altering the title of this article:
"Euthanasia (Humane killing)"

Justification

To ensure consistency with other animal welfare chapters. Also, in the wording of the
article only the term humane killing is used.

Allowing a sick or injured animal to linger unnecessarily is unacceptable. Therefore, for sick and injured pigs a
prompt diagnosis should be made to determine whether the animal should be treated or humanely killed.
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The decision to kill an animal humanely and the procedure itself should be undertaken by a competent person.

Reasons for humane killing may include:

—  severe emaciation, weak pigs that are non-ambulatory or at risk of becoming non-ambulatory,

- non-ambulatory pigs that will not stand up, refuse to eat or drink, have not responded to therapy,
—  rapid deterioration of a medical condition for which therapies have been unsuccessful,

— severe, debilitating pain,

— compound fracture,

—  spinal injury,

- central nervous system disease,

- multiple joint infections with chronic weight loss,

- piglets that are premature and unlikely to survive, or have a debilitating congenital defect, and

—  as part of disaster management response.

For a description of acceptable methods for humane killing of pigs see Chapter 7.6.
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Annex 28

CHAPTER 8.3.

INFECTION WITH BLUETONGUE VIRUS

EU comment

The EU cannot support some of the proposed changes to this chapter. Important
comments are inserted in the text below.

Article 8.3.1.
General provisions

For the purposes of the Terrestrial Code, bluetongue is defined as an infection of ruminants and camelids with
bluetongue virus (BTV) that is transmitted by Culicoides vectors.

The following defines the occurrence of infection with BTV:

1) BTV has been isolated from a sample from a ruminant or camelid or a product derived from that ruminant or
camelid, or

2) antigen or ribonucleic acid specific to BTV has been identified in a samples from a ruminant or camelid
showing clinical signs consistent with bluetongue, or epldemlologlcally linked to a suspected or confirmed

case, or

EU comment
The EU does not support the new point 3) above as proposed.

Indeed, as indicated in the OIE Manual chapter 2.1.3., there may be limited natural live
attenuated vaccine virus transmission between vaccinated and unvaccinated susceptible
animals, causing neither clinical disease nor any other problem. Furthermore, antigen
or RNA stemming from an inactivated vaccine could be detected in samples from
healthy animals recently vaccinated with such vaccine.

These natural occurrences should not be treated the same as natural infections with
wild-type virus strains which cause disease, as the consequences for country or zone
status and the ensuing trade restrictions would be disproportionate.

However, a live vaccine strain that has reverted to virulence and / or that has reassorted
with either wild-type virus or with another vaccine strain and that causes clinical disease
could be accepted to be included in the definition of BTV infection.

Therefore, the EU suggests the following alternative wording:

''3) antigen or ribonucleic acid specific to a yvirulent revertant or reassortant of a BTV
live vaccine strain has been detected in a sample from a ruminant or camelid that was
not vaccinated with that live vaccine strain is-unvaececinated;-or-has-been-vaceinated-with
an—maem&ted—vaeeme—eﬁﬂﬂa—a—meﬂt—v&eeme—stﬁm nd showing cllnlcal signs

nsistent with bl r miologically link t nfirm ase,
or."
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43) antibodies to structural or nonstructural proteins of BTV that are not a consequence of vaccination have
been identified in a sample from a ruminant or camelid that either shows clinical signs consistent with
bluetongue, or is epidemiologically linked to a suspected or confirmed case.

For the purposes of the Terrestrial Code, the infective period for bluetongue shall be 60 days.
Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in
Article 8.3.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the BTV
status of the ruminant and camelid populations of the exporting country or zone.

Article 8.3.2.
Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any
bluetongue-related conditions regardless of the bluetongue status of the exporting country:

1)  milk and milk products;

2) meat and meat products;

3) hides and skins;

4)  wool and fibre;

5) in vivo derived bovine embryos collected, processed and stored in accordance with Chapter 4.7.
Article 8.3.3.

Country or zone free from bluetongue

1)  Historical freedom as described in Chapter 1.4. does not apply to bluetongue.

2) A country or a zone may be considered free from bluetongue when infection with BTV is notifiable in the
entire country and either:

a) a surveillance programme in accordance with Articles 8.3.14. to 8.3.17. has demonstrated no evidence
of infection with BTV in the country or zone during the past two years; or

b) an ongoing surveillance programme has found no Culicoides for at least two years in the country or
zone.

3) A country or zone free from bluetongue in which ongoing vector surveillance, performed in accordance with
point 5 of Article 8.3.16., has found no Culicoides will not lose its free status through the introduction of
vaccinated, seropositive or infective ruminants or camelids, or their semen or embryos from infected
countries or infected zones.

4) A country or zone free from bluetongue in which surveillance has found evidence that Culicoides are present
will not lose its free status through the introduction of seropositive or vaccinated ruminants or camelids, or
semen or embryos from infected countries or infected zones, provided:

a) an ongoing surveillance programme focused on transmission of BTV and a consideration of the
epidemiology of infection with BTV, in accordance with Articles 8.3.14. to 8.3.17. and Chapter 4.3., has
demonstrated no evidence of transmission of BTV in the country or zone; or

b)  the ruminants or camelids, their semen and embryos were introduced in accordance with this chapter.

5) A country or zone free from bluetongue adjacent to an infected country or infected zone should include a
zone in which surveillance is conducted in accordance with Articles 8.3.14. to 8.3.17.

Article 8.3.4.

Zone seasonally free from bluetongue

EU comment
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Notwithstanding the explanation given by the Code Commission that a seasonally free
zone could possibly cover the entire territory of a country, the EU would like to reiterate
its previous comment in this regard and request that ""seasonally free country' be
explicitly added in this article. Indeed, speaking only of "seasonally free zone" quite
clearly excludes the possibility of a ""seasonally free country', and exporting (seasonally
free) countries would have difficulties convincing importing countries of the contrary.

A zone seasonally free from bluetongue is a part of an infected country or an infected zone for which surveillance
demonstrates no evidence either of transmission of BTV or of adult Culicoides for part of a year.

For the application of Articles 8.3.7., 8.3.9. and 8.3.11., the seasenally free peried season is taken to commence
the day following the last evidence of transmission of BTV (as demonstrated by the surveillance programme), and
of the cessation of activity of adult Culicoides.

For the application of Articles 8.3.7., 8.3.9. and 8.3.11., the seasonally free peried season is taken to conclude
either:

1) atleast 28 days before the earliest date that historical data show transmission of BTV may recommence; or

2) immediately if current climatic data or data from a surveillance programme indicate an earlier resurgence of
activity of adult Culicoides.

A seasonally free zone in which ongoing surveillance has found no evidence that Culicoides are present will not
lose its free status through the introduction of vaccinated, seropositive or infective ruminants or camelids, or
semen or embryos from infected countries or infected zones.

Article 8.3.5.
Country or zone infected with BTV

For the purposes of this chapter, a country or zone infected with BTV is one that does not fulfill the requirements
to qualify as either free or seasonally free from bluetongue.

Article 8.3.6.
Recommendations for importation from countries or zones free from bluetongue

For ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the animals showed no clinical sign of bluetongue on the day of shipment;

2) the animals were kept in a country or zone free from bluetongue since birth or for at least 60 days prior to
shipment; or

3) the animals were kept in a country or zone free from bluetongue for at least 28 days, then were subjected,
with negative results, to a serological test to detect antibodies to the BTV group and remained in the free
country or zone until shipment; or

4) the animals were kept in a free country or zone free from bluetongue for at least 14 days, then were
subjected, with negative results, to an agent identification test, and remained in the free country or zone until
shipment; or

5) the animals:
a) were kept in a country or zone free from bluetongue for at least seven days;

b) were vaccinated, at least 60 days before the introduction into the free country or zone, against all
serotypes demonstrated to be present in the source population through a surveillance programme as
described in Articles 8.3.14. t0 8.3.17.;
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AND

6)

c¢) were identified as having been vaccinated,;

d) remained in the free country or zone until shipment;

if the animals were exported from a free zone within an infected country, either:

a) did not transit through an infected zone during transportation to the place of shipment; or

b)  were protected from attacks from Culicoides at all times when transiting through an infected zone; or
¢) had been vaccinated in accordance with point 5 above.

Article 8.3.7.

Recommendations for importation from zones seasonally free from bluetongue

For ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

AND

showed no clinical sign of bluetongue on the day of shipment;

were kept during the seasonally free peried season in a seasonally free zone since birth or for at least 60
days prior to shipment; or

were kept during the seasenally free period season in a seasonally free zone for at least 28 days prior to
shipment, and were subjected during the residence period in the zone to a serological test to detect
antibodies to the BTV group, with negative results, carried out at least 28 days after the commencement of
the residence period; or

were kept during the seasenally free period season in a seasonally free zone for at least 14 days prior to
shipment, and were subjected during the residence period in the zone to an agent identification test, with
negative results, carried out at least 14 days after the commencement of the residence period; or

were kept during the seasenally free peried season in a seasonally free zone and were vaccinated, at least
60 days before the-introduction-into-the-free-country-or zonre-shipment, against all serotypes demonstrated to
be present in the source population through a surveillance programme in accordance with Articles 8.3.14. to
8.3.17. and were identified as having been vaccinated and remained in the seasonally free eeuntry-or zone
until shipment;

either:

a) did not transit through an infected zone during transportation to the place of shipment; or

b)  were protected from attacks from Culicoides at all times when transiting through an infected zone; or
c) were vaccinated in accordance with point 5 above.

Article 8.3.8.

Recommendations for importation from countries or zones infected with BTV

For ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:
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1)  showed no clinical sign of bluetongue on the day of shipment;

2) were protected from attacks from Culicoides in a vector-protected establishment for at least 60 days prior to
shipment and during transportation to the place of shipment; or

3) were protected from attacks from Culicoides in a vector-protected establishment for at least 28 days prior to
shipment and during transportation to the place of shipment, and were subjected during that period to a
serological test to detect antibodies to the BTV group, with negative results, carried out at least 28 days after
introduction into the vector-protected establishment; or

4) were protected from attacks from Culicoides in a vector-protected establishment for at least 14 days prior to
shipment and during transportation to the place of shipment, and were subjected during that period to an
agent identification test, with negative results, carried out at least 14 days after introduction into the vector-
protected establishment; or

5) were vaccinated, at least 60 days before shipment, against all serotypes demonstrated to be present in the
source population through a surveillance programme in accordance with Articles 8.3.14. to 8.3.17.; or

6) were demonstrated to have antibodies for at least 60 days prior to dispatch against all serotypes
demonstrated to be present in the source population through a surveillance programme in accordance with
Articles 8.3.14. to 8.3.17.

Article 8.3.9.

Recommendations for importation from countries or zones free or zones seasonally
free from bluetongue

For semen of ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:

a) showed no clinical sign of bluetongue on the day of collection; and

b)}—were kept in a country or zone free from bluetongue or in a seasonally free zone during the seasenally
free season perioed for at least 60 days before commencement of, and during, collection of the semen;
or

be) comply with point 1 of Article 8.3.10.;were-subjected-to—a-serological-test-to-detect-antibodiesto-the

EU comment

The EU would support the deletion of points ¢) and d) above. Indeed, there is no need to
test donor males from a free country or zone or seasonally free zone if points a) and b)
are being complied with.

In addition, since the seasonally free zone is free only during that season, it seems
necessary to clarify that in the case of a seasonally free zone, the conditions of Article
8.3.9. above apply only during the seasonally free period, and that outside of that period,
Article 8.3.10. applies. (This comment is relevant also for Article 8.3.11. on embryos.)

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.
Article 8.3.10.

Recommendations for importation from countries or zones infected with BTV
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For semen of ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor males:
a) showed no clinical sign of bluetongue on the day of collection;

b) were kept in a vector-protected establishment for at least 60 days before commencement of, and
during, collection of the semen; or

c¢) were subjected to a serological test to detect antibodies to the BTV group, with negative results;—at
least-every-60-days-throughout-the-collection-period-and between 28 and 60 days after the-final each
collection for this consignment; or
d) were subjected to an agent identification test on blood samples collected at commencement and
conclusion of, and at least every 7 days (virus isolation test) or at least every 28 days (PCR test)
during, semen collection for this consignment, with negative results;
2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.

Article 8.3.11.

Recommendations for importation from countries or zones free or zones seasonally
free from bluetongue

For in vivo derived embryos of ruminants (other than bovine embryos) and other BTV susceptible herbivores and
for in vitro produced bovine embryos

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:
a) showed no clinical sign of bluetongue on the day of collection;

b) were kept in a country or zone free from bluetongue or in a seasonally free zone during the seasenally
free peried season for at least the 60 days prior to, and at the time of, collection of the embryos; or

c) were subjected to a serological test to detect antibodies to the BTV group, between 28 and 60 days
after collection, with negative results; or

d) were subjected to an agent identification test on a blood sample taken on the day of collection, with
negative results;

2) the embryos were collected, processed and stored in accordance with Chapters 4.7., 4.8. and 4.9., as
relevant.

Article 8.3.12.
Recommendations for importation from countries or zones infected with BTV

For in vivo derived embryos of ruminants (other than bovine embryos) and other BTV susceptible animals and for
in vitro produced bovine embryos

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor females:
a) showed no clinical sign of bluetongue on the day of collection;
b) were kept in a vector-protected establishment for at least 60 days before commencement of, and

during, collection of the embryos; or
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c)

d)

were subjected to a serological test to detect antibodies to the BTV group, between 28 and 60 days
after collection, with negative results; or

were subjected to an agent identification test on a blood sample taken on the day of collection, with
negative results;

the embryos were collected, processed and stored in accordance with Chapters 4.7., 4.8. and 4.9., as
relevant;

the semen used to fertilise the oocytes complied with Article 8.3.9.

Article 8.3.13.

Protecting animals from Culicoides attacks

1.

Vector-protected establishment or facility

The establishment or facility should be approved by the Veterinary Authority and the means of protection
should at least comprise the following:

a)

b)

c)

d)

e)

appropriate physical barriers at entry and exit points, such as double-door entry-exit system;

openings of the building are vector screened with mesh of appropriate gauge impregnated regularly
with an approved insecticide in accordance with manufacturers' instructions;

vector surveillance and control within and around the building;

measures to limit or eliminate breeding sites for vectors in the vicinity of the establishment or facility;

standard operating procedures, including description of back-up and alarm systems, for operation of
the establishment or facility and transport of animals to the place of loading.

During transportation

When transporting animals through infected countries or zones, Veterinary Authorities should require
strategies to protect animals from attacks from Culicoides during transport, taking into account the local
ecology of the vector.

a)

b)

Transport by road
Risk management strategies may include:
i) treating animals with insect repellents prior to and during transportation;

ii)  loading, transporting and unloading animals at times of low vector activity (i.e. bright sunshine,
low temperature);

iii)  ensuring vehicles do not stop en route during dawn or dusk, or overnight, unless the animals are
held behind insect proof netting;

iv) ~ darkening the interior of the vehicle, for example by covering the roof or sides of vehicles with
shade cloth;

v)  surveillance for vectors at common stopping and unloading points to gain information on seasonal
variations;

vi) using historical information or information from appropriately verified and validated bluetongue
epidemiological models to identify low risk ports and transport routes.

Transport by air

Prior to loading the animals, the crates, containers or jet stalls should be sprayed with an insecticide
approved in the country of dispatch.

OIE Terrestrial Animal Health Standards Commission/September 2016



Crates, containers or jet stalls in which animals are being transported and the cargo hold of the aircraft
should be sprayed with an approved insecticide when the doors have been closed and prior to take-off.
All possible insect harbourage should be treated. The spray containers should be retained for
inspection on arrival.

In addition, during any stopover in countries or zones not free from bluetongue, prior to the opening of
any aircraft door and until all doors are closed, netting of appropriate gauge impregnated with an
approved insecticide should be placed over crates, containers or jet stalls.

Article 8.3.14.
Introduction to surveillance

Articles 8.3.14. to 8.3.17. define the principles and provide guidance on surveillance for infection with BTV,
complementary to Chapter 1.4. and for vectors complementary to Chapter 1.5.

Bluetongue is a vector-borne infection transmitted by various species of Culicoides in a range of ecosystems.

The purpose of surveillance is the detection of transmission of BTV in a country or zone and not determination of
the status of an individual animal or herds. Surveillance deals with the evidence of infection with BTV in the
presence or absence of clinical signs.

An important component of the epidemiology of bluetongue is the capacity of its vector, which provides a measure
of disease risk that incorporates vector competence, abundance, biting rates, survival rates and extrinsic
incubation period. However, methods and tools for measuring some of these vector factors remain to be
developed, particularly in a field context. Therefore, surveillance for bluetongue should focus on transmission of
BTV in domestic ruminants and camelids.

The impact and epidemiology of bluetongue widely differ in different regions of the world and therefore it is not
appropriate to provide specific recommendations for all situations. Member Countries should provide scientific
data that explain the epidemiology of bluetongue in the country or zone concerned and adapt the surveillance

strategies for defining their status to the local conditions. There is considerable latitude available to Member
Countries to justify their status at an acceptable level of confidence.

Surveillance for bluetongue should be in the form of a continuing programme.
Article 8.3.15.
General conditions and methods for surveillance

1) A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the Veterinary
Authority. In particular:

a) aformal and ongoing system for detecting and investigating outbreaks of disease should be in place;

b)  a procedure should be in place for the rapid collection and transport of samples from suspected cases
of infection with BTV to a laboratory for diagnosis;

c¢) asystem for recording, managing and analysing diagnostic and surveillance data should be in place.
2)  The bluetongue surveillance programme should:

a) in afree country or zone or seasonally free zone, have an early warning system which obliges farmers
and workers, who have regular contact with domestic ruminants, as well as diagnosticians, to report
promptly any suspicion of bluetongue to the Veterinary Authority.

An effective surveillance system will periodically identify suspected cases that require follow-up and
investigation to confirm or exclude whether the cause of the condition is bluetongue. The rate at which
such suspected cases are likely to occur will differ between epidemiological situations and cannot
therefore be predicted reliably. All suspected cases of bluetongue should be investigated immediately
and samples should be taken and submitted to a laboratory. This requires that sampling kits and other
equipment be available for those responsible for surveillance;

AND
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b) conduct random or targeted serological and virological surveillance appropriate to the status of the
country or zone.

Article 8.3.16.
Surveillance strategies

The target population for surveillance aimed at identification of disease or infection should cover susceptible
domestic ruminants and camelids, and other susceptible herbivores of epidemiological significance within the
country or zone. Active and passive surveillance for bluetongue should be ongoing as epidemiologically
appropriate. Surveillance should be composed of random or targeted approaches using virological, serological
and clinical methods appropriate for the status of the country or zone.

It may be appropriate to focus surveillance in an area adjacent to a border of an infected country or infected zone
for up to 100 kilometres, taking into account relevant ecological or geographical features likely to interrupt the
transmission of BTV or the presence in the bordering infected country or infected zone of a bluetongue
surveillance programme (in accordance with Articles 8.3.14. to 8.3.17.) that supports a lesser distance.

A Member Country should justify the surveillance strategy chosen as being adequate to detect the presence of
infection with BTV in accordance with Chapter 1.4. and the prevailing epidemiological situation. It may, for
example, be appropriate to target clinical surveillance at particular species likely to exhibit clinical signs (e.g.
sheep).

Similarly, virological and serological testing may be targeted to species that rarely show clinical signs (e.g. cattle).

In vaccinated populations, serological and virological surveillance is necessary to detect the BTV types circulating
to ensure that all circulating types are included in the vaccination programme.

If a Member Country wishes to declare freedom from bluetongue in a specific zone, the design of the surveillance
strategy should be aimed at the population within the zone.

For random surveys, the design of the sampling strategy should incorporate epidemiologically appropriate design
prevalence. The sample size selected for testing should be large enough to detect evidence of infection if it were
to occur at a predetermined minimum rate. The sample size and expected prevalence determine the level of
confidence in the results of the survey. The Member Country should justify the choice of design prevalence and
confidence level based on the objectives of surveillance and the epidemiological situation, in accordance with
Chapter 1.4. Selection of the design prevalence in particular should be based on the prevailing or historical
epidemiological situation.

Irrespective of the survey approach selected, the sensitivity and specificity of the diagnostic tests employed are
key factors in the design, sample size determination and interpretation of the results obtained. Ideally, the
sensitivity and specificity of the tests used should be validated for the vaccination and infection history and the
different species in the target population.

Irrespective of the testing system employed, surveillance system design should anticipate the occurrence of false
positive reactions. If the characteristics of the testing system are known, the rate at which these false positives
are likely to occur can be calculated in advance. There should be an effective procedure for following up positive
reactions to ultimately determine with a high level of confidence, whether they are indicative of infection or not.
This should involve both supplementary tests and follow-up investigation to collect diagnostic material from the
original sampling unit as well as those which may be epidemiologically linked to it.

The principles involved in surveillance for disease or infection are technically well defined. The design of
surveillance programmes to prove the absence of infection with and transmission of, BTV should be carefully
followed to avoid producing results that are either insufficiently reliable to be accepted by international trading
partners, or excessively costly and logistically complicated.

1. Clinical surveillance

Clinical surveillance aims to detect clinical signs of bluetongue at the flock or herd level, particularly during a
newly introduced infection. In sheep and occasionally goats, clinical signs may include oedema, hyperaemia
of mucosal membranes, coronitis and cyanotic tongue.

Suspected cases of bluetongue detected by clinical surveillance should always be confirmed by /aboratory
testing.

OIE Terrestrial Animal Health Standards Commission/September 2016



10

Serological surveillance

An active programme of surveillance of host populations to detect evidence of transmission of BTV is
essential to establish the bluetongue status of a country or zone. Serological testing of ruminants is one of
the most effective methods of detecting the presence of BTV. The species tested should reflect the
epidemiology of bluetongue. Cattle are usually the most sensitive indicator species. Management variables
that may influence likelihood of infection, such as the use of insecticides and animal housing, should be
considered.

Samples should be examined for antibodies against BTV. Positive test results can have four possible causes:
a) natural infection,

b)  vaccination,

¢) maternal antibodies,

d) the lack of specificity of the test.

It may be possible to use sera collected for other survey purposes for bluetongue surveillance. However, the
principles of survey design described in these recommendations and the requirements for a statistically valid
survey for the presence of infection with BTV should not be compromised.

The results of random or targeted serological surveys are important in providing reliable evidence that no
infection with BTV is present in a country or zone. It is, therefore, essential that the survey is thoroughly
documented. It is critical to interpret the results in light of the movement history of the animals being sampled.

Serological surveillance in a free zone should target those areas that are at highest risk of transmission of
BTV, based on the results of previous surveillance and other information. This will usually be towards the
boundaries of the free zone. In view of the epidemiology of bluetongue, either random or targeted sampling
is suitable to select herds or animals for testing.

Serological surveillance in infected zones will identify changes in the boundary of the zone, and can also be
used to identify the BTV types circulating. In view of the epidemiology of bluetongue, either random or
targeted sampling is suitable.

Virological surveillance

Isolation and genetic analysis of BTV from a proportion of infected animals provides information on serotype
and genetic characteristics of the viruses concerned.

Virological surveillance can be conducted:

a) toidentify virus transmission in at risk populations,

b)  to confirm clinically suspected cases,

c) to follow up positive serological results,

d) to better characterise the genotype of circulating virus in a country or zone.
Sentinel animals

Sentinel animals are a form of targeted surveillance with a prospective study design. They are the preferred
strategy for bluetongue surveillance. They comprise groups of unexposed animals that have not been
vaccinated and are managed at fixed locations and sampled regularly to detect new infections with BTV.

The primary purpose of a sentinel animal programme is to detect infections with BTV occurring at a
particular place, for instance sentinel groups may be located on the usual boundaries of infected zones to
detect changes in distribution of BTV. In addition, sentinel animal programmes allow the timing and
dynamics of infections to be observed.

A sentinel animal programme should use animals of known source and history of exposure, control
management variables such as use of insecticides and animal housing (depending on the epidemiology of
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bluetongue in the area under consideration), and be flexible in its design in terms of sampling frequency and
choice of tests.

Care is necessary in choosing the sites for the sentinel groups. The aim is to maximise the chance of detecting
transmission of BTV_at the geographical location for which the sentinel site acts as a sampling point. The effect
of secondary factors that may influence events at each location, such as climate, may also be analysed. To
avoid bias, sentinel groups should comprise animals selected to be of similar age and susceptibility to infection
with BTV. Cattle are the most appropriate sentinels but other domestic ruminant species may be used. The
only feature distinguishing groups of sentinels should be their geographical location.

Sera from sentinel animal programmes should be stored methodically in a serum bank to allow retrospective
studies to be conducted in the event of new serotypes being isolated.

The frequency of sampling will depend on the reason for choosing the sampling site. In endemic areas, virus
isolation will allow monitoring of the serotypes and genotypes of BTV circulating during each time period. The
borders between infected and uninfected areas can be defined by serological detection of infective period.
Monthly sampling intervals are frequently used. Sentinels in declared free zones add to confidence that infection
with BTV is not occurring unobserved. In such cases, sampling prior to and after the possible period of
transmission is sufficient.

Definitive information on the presence of BTV in a country or zone is provided by isolation and identification
of the viruses. If virus isolation is required, sentinels should be sampled at sufficiently frequent intervals to
ensure that samples are collected during the period of viraemia.

Vector surveillance

BTV is transmitted between ruminant hosts by species of Culicoides which vary around the world. It is
therefore important to be able to identify potential vector species accurately although many such species are
closely related and difficult to differentiate with certainty.

Vector surveillance aims to demonstrate the absence of vectors or to determine areas of different levels of
risk and local details of seasonality by determining the various vector species present in an area, their
respective seasonal occurrence, and abundance. Vector surveillance has particular relevance to potential
areas of spread.

Long term surveillance can also be used to assess vector abatement measures or to confirm continued
absence of vectors.

The most effective way of gathering this information should take account of the biology and behavioural
characteristics of the local vector species of Culicoides and may include the use of Onderstepoort-type light
traps or similar, operated from dusk to dawn in locations adjacent to domestic ruminants, or the use of drop
traps over ruminants.

Vector surveillance should be based on scientific sampling techniques. The choice of the number and type
of traps to be used and the frequency of their use should take into account the size and ecological
characteristics of the area to be surveyed.

The operation of vector surveillance sites at the same locations as sentinel animals is advisable.

The use of a vector surveillance system to detect the presence of circulating virus is not recommended as a
routine procedure as the typically low vector infection rates mean that such detections can be rare.

Animal-based surveillance strategies are preferred to detect virus transmission.

Article 8.3.17.

Documentation of bluetongue free status

1.

Additional surveillance requirements for Member Countries declaring freedom from bluetongue

In addition to the general requirements described above, a Member Country declaring freedom from
bluetongue for the entire country or a zone should provide evidence for the existence of an effective
surveillance programme. The strategy and design of the surveillance programme will depend on the
prevailing epidemiological circumstances and should be planned and implemented in accordance with
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general conditions and methods described in this chapter, to demonstrate absence of infection with BTV
during the preceding 24 months in susceptible domestic ruminant populations. This requires the support of a
laboratory able to undertake identification of infection with BTV through virus detection and antibody tests.
This surveillance should be targeted to unvaccinated animals. Clinical surveillance may be effective in sheep
while serological surveillance is more appropriate in cattle.

2. Additional requirements for countries or zones that practise vaccination

Vaccination to prevent the transmission of BTV may be part of a disease control programme. The level of
flock or herd immunity required to prevent transmission will depend on the flock or herd size, composition
(e.g. species) and density of the susceptible population. It is therefore impossible to be prescriptive. The
vaccine should also comply with the provisions stipulated for BTV vaccines in the Terrestrial Manual. Based
on the epidemiology of bluetongue in the country or zone, it may be decided to vaccinate only certain
species or other subpopulations.

In countries or zones that practise vaccination, virological and serological tests should be carried out to
ensure the absence of virus transmission. These tests should be performed on unvaccinated subpopulations
or on sentinels. The tests should be repeated at appropriate intervals in accordance with the purpose of the
surveillance programme. For example, longer intervals may be adequate to confirm endemicity, while
shorter intervals may allow on-going demonstration of absence of transmission.

—  Text deleted.
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Annex 29

FUTURE WORK PROGRAMME FOR THE
TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

EU comment

The EU thanks the OIE and supports the future work programme of the Code
Commission.

As mentioned in the EU comment on the introduction of the report, we would encourage
the OIE to thoroughly revise the Code Chapter on Avian Influenza. Especially the
recommendations regarding country and zone status, recovery of status and
international trade should be reviewed in light of the experience gained in recent years
with the implementation of the provisions of the current chapter in international trade.
As this is of high economic importance, the EU requests that this revision be given
highest priority by all involved OIE fora (i.e., establishment of an ad hoc group, work
programmes of the Code Commission and of the Scientific Commission). In this
connection, we wish to inform the OIE that the European Food Safety Authority (EFSA)
is currently working on mandates from the European Commission, the outputs of which
are expected to become available in September 2017. Copies of the EFSA mandates as
available on the EFSA website are attached for information. We will be happy to share
the scientific opinion of EFSA with the OIE once it is published. Finally, we would like
to offer our technical support and expertise and would be grateful if this could be
considered when convening the ad hoc group of experts.

Furthermore, the EU would like to reiterate its previous comments regarding the
ongoing work to revise the Code chapter on BSE, which should continue to be given high
priority so as to present the revised chapter for adoption by the World Assembly as soon
as possible.

We would also like to reiterate our previous suggestion to indicate in the printed edition
of the Code as well as in the electronic version on OIE's website the year of adoption and
/ or the year of last amendment of individual Code chapters, as is already the case for
the Terrestrial Manual. This would indeed be very useful when working with and
making references to the Code.

Finally, in the Code chapter on rabies, we would like to suggest adding guidance for the
control of rabies in wildlife, including as regards oral vaccination. Indeed, whereas the
current Code chapter includes an article on the control of rabies in dogs, there are no
recommendations regarding wildlife. The discussions on the Technical Item on rabies at
the recent 27™ Conference of the OIE Regional Commission for Europe (Lisbon,
September 2016) have however clearly shown that control of rabies in wildlife is crucial
in order to progress further towards a rabies free Europe. The EU would therefore
highly welcome such guidance in the Code, and is happy to offer all its technical
support.

General Topic

Detailed issue or action By whom to be

(By priority order) managed Status and further steps

Restructuring of the Terrestrial Code, including harmonisation of the Terrestrial and Aquatic Codes
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General Topic

Detailed issue or action
(By priority order)

By whom to be
managed

Status and further steps

1)

Work with AAHSC towards
harmonisation, as appropriate, of the
horizontal parts of the Codes, notably

Glossary, User's Guide and section 4 TAHSC & AAHSC & HQs Ongoing
on disease control and section 6 on
Veterinary Public Health
2) Work with BSC for accurate disease
description and diagnostic in the
Manual and case definitions in the TAHSC & BSC & HQs Ongoing
Code and names of diseases and
country and zone disease status
3) Revision and formatting of chapters
(articles numbering, tables and | TAHSC & AWWG &HQs Ongoing
figures), especially of Section 7
4) Revision of the Users’ guide to - . .
address the precedence of chapters TAHSC & AAHSC &HQs Preliminary discussion
Glossary
S TAHSC & AAHSC & BSC . .
1) OIE standard, OIE guideline & SCAD & HQs To be considered by OIE Council
2) Global revision of glossary for Ongoing and proposed some editorial
consistency throughout the Code TAHSC & HQs & deletion for MC
N TAHSC & BSC & SCAD . N
3) vaccination & AHG & HQs Revised definition for MC
4) zone, free zone, infected zone, | pusc g SCAD & HQs Revised definitions for MC
containment zone, protection zone
Horizontal issue not yet in the Terrestrial Code
1) CH on vaccination TAHSC & BSC & SCAD &
AHG & HQs Draft new CH proposed for MC
2) CHon management of outbreaks of TAHSC & AAHSC & Draft new CH to be discussed in Feb
the listed diseases SCAD & HQs 2017
3) S:tlucén Salmonella in pigs and in TAHSC & APFSWG reviewed and sent for further MC
4) CHon AW and pig production
) s POR TAHSC & AWWG Draft CH (section 7): proposed for MC
ystems
5) CH on killing methods for farmed
) Reptiles ) TAHSC & AWWG Preliminary discussion
Terrestrial Code texts on horizontal issues in need of revision: Section 1 Notification
1) CH 1.4. on Animal Health Further revision of draft modifications
Surveillance TAHSC & SCAD & HQs to be discussed in Feb 2017
2) CH 1.3. on listed diseases: assess - . .
CWD & WNF against the criteria TAHSC & HQs Preliminary discussion
3) CH 1.6. on Status: reorganisation TAHSC & SCAD & HQs Ongoing

Terrestrial Code texts on horizontal issues in need of revision: Section 2 Risk analysis

Draft new CH on criteria for assessing
safe commodities

TAHSC

Sent for MC and adoption

Terrestrial Code texts on horizontal issues in need of revision: Section 3 Veterinary Services
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General Topic

Detailed issue or action

By whom to be

Status and further steps

(By priority order) managed
Revision of CHs of Section 3 in the light
of the return of experience of the PVS TAHSC &HQs Preliminary discussions

Pathway

Terrestrial Code texts on horizontal issues in need of revision: Section 4 Disease control

1) CH4.3. on zoning TAHSC & SCAD & HQs New revised version sent for MC
2) CH 4.6. on semen collection TAHSC &BSC Pending experts’ advice
3) CHA4.7. and 4.8. on embryos TAHSC & BSC Pending experts’ advice
4) Global restructuring of Section 4 TAHSC & HQs Ongoing
Terrestrial Code texts on horizontal issues in need of revision: Section 5 Trade measures
1) CH 5.3. on SPS agreement TAHSC &HQs Sent for further MC and adoption
2) CH 5.12. on Model certificates for | rasc g SCAD & HQs Preliminary discussion
competition horses
Terrestrial Code texts on horizontal issues in need of revision: Section 6 Veterinary Public Health
1) New Introductory CH on Section 6 TAHSC & APFSWG Preliminary discussion
2) Revision of CH 6.1. TAHSC & APFSWG Sent to APFSWG
3) Revision of CH 6.2. TAHSC & APFSWG Pending WG report
Terrestrial Code texts on horizontal issues in need of revision: Section 7 Animal welfare
1 ElI'I-:n7gs on slaughter CH 7.6. on Sent to experts for further advice
TAHSC & AWWG
2) CH7.12. on AW of working equids Proposed for adoption
Diseases issues not yet in the Terrestrial Code
1) New CH 15.X. on PRRS TAHSC & SCAD Sent for MC and adoption
2) Non-tsetse transmitted
Trypanosomosis (new CH on Surra TAHSC & SCAD & AHG Pending AHG
and revision of CH on Dourine)
3) Crimean Congo hemorrhagic fever TAHSC & HQs Preliminary discussion
Terrestrial Code texts on diseases in need of revision: Sections 8 to 15, by priority order
1) Revised CH 15.1. on ASF TAHSC Sent for further MC and adoption
2) New CH 8.X. on tuberculosis to TAHSC
merge CHs 11.5. & CH 11.6. Sent for MC and adoption
3) ;J.pdate CH 11.11. on lumpy  skin TAHSC Sent for MC and adoption
isease
4) Revised CH 12.10. on glanders TAHSC Sent for MC and adoption
5) Revised CH 11.4. on BSE TAHSC & iﬁgD &BSC& Pending revision of AHG report
6) Revision CH 8.8. on FMD TAHSC isl_'CQ'iD & AHG For discussion in Feb 2017
7) Update CH 10.4. on avian influenza TAHSC & HQs Pending work on zoning and

viruses

outbreak management
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General Topic

Detailed issue or action

By whom to be

(By priority order) managed Status and further steps
8) Update CH. 105 on  avian TAHSC & HQs Pending experts’ opinion
mycoplasmosis
9) Update/Revise CH 11.12. on

theileriosis

TAHSC & SCAD

Pending AHG

10) Update CH 14.8. on scrapie

TAHSC

Review MC, seek expert opinion

List of abbreviations

AAHSC Aquatic Animal Health Standards Commission
AHG ad hoc Group
APFSWG Animal Production Food Safety Working Group
ASF African Swine Fever

AW Animal Welfare

AWWG Animal Welfare Working Group
BSC Biological Standards Commission
BSE Bovine Spongiform Encephalopathy

CH Chapters

CwWD Chronic Wasting Disease
FMD Foot and mouth disease
HQs Headquarters
MC Member Countries’ comments
PRRS Porcine reproductive and respiratory syndrome
PVS Performance of Veterinary Service
SCAD Scientific Commission for Animal Diseases
TAHSC Terrestrial Animal Health Standards Commission
WNF West Nile fever
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Annex 29 (contd)

ITEM, ANNEX, CHAPTER NUMBERS AND CURRENT STATUS

To be
ltem | Annex | Chapter Title Action propos_ed izl
Adoption at
85 GS
1 - - General comments - -
2 4 - Glossary A and A’ C o
2 4 - Glossary A" | X
2 5 - Glossary B and B’ C X
3 - 1.1. Notification of diseases, infections and infestations N X
4 6 1.2. Criteria for listing diseases C (0]
5 7 1.3. Diseases listed by the OIE C o
6 - 1.4. Animal health surveillance D, E X
7 8 2% Draft new chapter_qn criteria for assessing the c o
safety of commodities
8a 21 4.3. Zoning and compartmentalisation C X
8b 22 4.X. Draft new chapter on vaccination C X
8c ) 4y Draft new chapter on management of outbreaks of D, E X
listed diseases
93 ) 46 Collectlop and processing of bovine, small ruminant E X
and porcine semen
% 23 48 Collection and processing of in \(ltro derived c X
embryos from livestock and equids
% 24 411 Somatic cell nuclear transfer in production livestock X
and horses
10 9 5.3. OIE procedures relevant to the WTO/SPS Agreement C 0]
11a - 6.1. The role of the veterinary services in food safety D, E X
11b o5 6.7 Harmpnlsatlon of natl_ongl antimicrobial resistance c X
surveillance and monitoring programmes
12a 10 6.X. Draft new cr_\apter on prgventlon and cor_1tro| of c o
Salmonella in commercial cattle production system
12b 1 6.Y. Draft new chapt.er on pre\(entlon and control of c o
Salmonella in pig production systems
13b 26 A71X. Drgft article on guiding principles on the use of c X
animal based measures
13¢ ) 7v. Draft new chapter on methods of killing farmed D E X
reptiles for their skins and meat
13d _ 75 876 Slaughter of animals/killing of animals for disease E X
control purposes
13f 12 Art 7.11.6. | Animal welfare and dairy cattle production systems C 0]
13g 13 7.12. Welfare of working equids C 0]
13h 27 7.X. Draft new chapter on AW and pig production systems C X
14 28 8.3. Infection with Bluetongue virus C X
15 - 8.8. Infection with Foot and mouth disease virus D, E X
16 14 8.X. Infection with Mycobacterium tuberculosis complex C 0]
17 15 Art 10.4.25 | Infection with Avian influenza viruses C 0]
18 16 11.11. Infection with Lumpy skin disease C 0]
19 18 15.1. Infection with African swine fever virus C 0]
20 19 15.X. Draft new chapter on Infection with PRRS C 0]
21a 20 Art 4.16.3. | High health status horse subpopulation C 0]
21b 17 12.10. Infection with Burkholders mallei (Glanders) C 0]
22 29 - Work programme C -
23b - 8.18. West Nile fever | X
13a 30 - Report of AWWG | -
13h 31 - Report of AHG on AW and pig production systems | -
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Annex 29 (contd)

C: For Member comments; E: under expert consultation (ad hoc groups, Specialist Commissions, etc.); D:
deferred to FEB 2016 meeting; I: For Member Country information, N: No action; O: will be proposed for adoption
at 85th General Session; X: will not be propose for adoption at 85th General Session.
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Bl Ref Ares(20156)1422068 - 31/03/2016

EUROPEAN COMMISSION [ i iﬁl '

DIRECTORATE-GENERAL FOR HILALTH AND FOOD SAFETY { INGOMIN

ST coruay Disdiar Gonars o e e cri 01 APR. 2015

l ESA |
Brussels .__l_- 2N |

SANTE/GZ/MP/p (2015) 1458392

Dear Mr Url,

Subject:  Request for a scientific opinion on avian influenza

[ would like 1o submit n formal request to EFSA for a scientific opinion on avian influenza with a
focus on the currently circulating highly pathogenic avian influenza (HPAI) viruses of H5N8 and
possibly other HS subtypes,

Highly pathogenic avian influenza (HPAI) viruses pose a considerable challenge 1o risk managers,
A series of outbreaks have occurred in 2014 and 2015 involving different viruses, namely HPAI
H5NS8 in south-cast and far-east Asia, North America and the EU requinng immediate response,
The EFSA was already requested 1o deliver a scientific report addressing some specific aspects of
the HPAI H5NE virus.

EUl measures to control HPAL are largely based on experience gnined and science developed
following the HPAI H5N1 epidemic peaking in 2005/06. There is a need to revise and update these
measures to fnce the challenges posed by the new epidemiological situation.

The disease-afTected Member States immediately applied control mensures as foreseen by Council
Directive 2005/94/EC" and succeeded in rapidly preventing further virus spread.

The European Commission adopted swiltly certain protective and zoning measures in relation to
these HPA] H5NS outbrenks. However, some principles of avian influenza surveillance in wild
birds and in poultry holdings and cerlain nspects related to biosceurity and confinement of poultry
need to be reviewed in the light of the epidemiology of the currently circulating HPAL viruses
causing the recent outbreaks.

Low pathogenic avian influenza (LPAT) viruses of the H5 and H7 subtypes have the potential to
mutate to HPAL Therefore, measures (o control LPAIL outbreaks were included in EU legislntion
and stamping-out is generally applied in the event of an outbreak. The natural reservoir for all LPAT
subtypes in wild birds poses an ongoing risk for LPAI introduction into poultry holdings. Protecting
poultry against LPAI infections that is kept in holdings with access to open air access constitutes a
specific challenge in terms of biosecurity management and eonflinement.

U OIL L, 14.1.2006, p. 16

Mr Bemnbhard Utl

Executive Director

Furopean Food Safety Authority
Via Carlo Magno 1A

1-43126 PARMA

Commisslen suropdenna B-1040 Brusslles / Europess Commissie, B-1048 Brussal - Beiglum. Telephone (32-2) 20811 11
Offles :F101 (/070 Tolaphona| dimct line (32-2) 2084208, Fae (32-2) 2053144



The European Reference Laboratory for avian influenza (EURL) is a major player not only in the
field of avian influenza diagnosis, but also as regards avian influenza epidemiology and
surveillance, For the latter the EURL collates and nssesses data provided by the Member States to
the Commission on surveillance activities for avian influenza in poultry and wild birds. T would
therefore suggest involving the EURL that has also expertise on swine influenzn vimses,

I am aware that the subject of our request might touch upon the area of the competence of ECDC,
so [ would also invite EFSA to collaborate with ECDC as appropriate,

In view of the timeliness of this topi¢, we would request EFSA to provide this opinion by 15 April
2016,

My services remain at your disposal for further information. On this matter, you can contact Maria
Pittman of SANTE G2 responsible for this dossier, and Marina Marini, who is the relevant contact

point in the Unit in charge of relations with agencies and advisory groups, Their respective phone
numbers and e-mail addresses are indicated below.

Yours sincerely,

liwds

_Ladislav Miko
i

Contact persons: Ms. M. Marini (02-299.93307), Maring MARINI @ ec.curopa.cu
Ms. M., Pittman (02,299.92842), Murig, PITTMANrec.curopa.cu

Ce.: 1. Gumbel, B, Van Goethem, A, Laddomada, R, Vanhoorde, A.-F, Flissel,
F. Revinego (DG SANTE), F. Berthe, A. Gervelmeyer (EFSA).



ANNEX

Commission request for a scientific opinion on avian influenza

s BACKGROUND

The oceurrence of HPAT outbreaks of the HSNE subtype in Member States triggered the immedinte
implementation of control measures according to Couneil Directive 2005/94/EC", The Commission
asked the EFSA to issue a scientific report’ on the disease situation worldwide and 1o nsscss
possible virus entry routes into EU pouliry holdings with a particular view to the role played by
wild migratory birds,

Although there is knowledge about the direct or indirect migration routes from East Asia to Europe,
several theories of HPAT H5ME virus (and possibly other HPAI viruses) entry routes from Enst Asia
into Europe involving infected migratory birds appear plausible. Transmission of HPAT H5NS virus
between ditferent wild bird species at breeding and stopover places seems likely, but needs further
pgsesament. Also the role of other virus entry foutes such as through material contaminated by
infected wild birds, human activities, movement of vehicles or equipment needs 10 be further
examined for o more complete rizsk assessmeni on avian nfluenza virus miroduction into EU
poultry holdings,

EU legislation on biosecurity and early detection measures o reduce the risk of HPAI H5NI
introduction into poultry holdings are lnid down in Decision 2005/734/EC" which sets out the
criteria and risk factors to be considered by Member States when defining areas with an increased
visk for avian influenza introduction into poultry holdings, The mensures are intended to prevent
contact between poultry and wild birds as well as separating domestic watertow! from other poultry
species. As the scope of those mensures is limited 0 HPAT H5N1 it is necessary (o assess (he risk
posed by other HPAT viruses and specifically HPAT HSN8 in order to verify if the provisions of
Decision 2005/734/EC are suitable when facing further HPAl H3NE outbrenks, In addition
Decision 2006/563/EC* also provides for a comprehensive set of protection measures following
HPAT H3N1 virus findings in wild birds. The EFSA should assess, if the mensures in that Decision
are properly nddressing risks posed to poultry holdings when HPAT H5NS and other HPAT viruses
are detectad in wild birds,

EU wide surveillance programmes for avian influenza in poultry and wild birds arc in plnce since
2003, Directive 2005/04/EC introduced a new legal basis for avian influenza surveillance which is
firstly aimed at identifying the circulation of low pathogenic avian intluenza (LPAL)" viruses in
different poultry species before they become widespread in the pouliry population. Sceondly, it
should eontribute on the basis of a regularly updated risk assessmenl, to the current knowledge on
the threats posed by wild birds in relation to any influenza virus of avian ongin in birds. Following
the HPAI HANI epidemic in 2006 and subsequent vears aviun influenza surveillance was reviewed
in the light of several EFSA Scientific Opinions, the work of the OIE-FAQ OFFLLU initintive, the
reports of the EU Reference Laboratory (EURL) for avian influenza and the input of the Task Force
for Animal [hisense surveillance.

¢ o] L 10, l-'..l.!lmf:.p,lé.
* O hpAwyew,efs suropucwen/elioumal/doe 394 1, pdf
00 L 274, 20102008, p. 104.
Y0222, 1582006, p. 11
LPAI na defined in Directive 2005/34/EC refers 10 avian influenza viruses of the HS and 117 subtypes that are nol
HE AL viruges
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The revised guidelines for avian influenza surveillance laid down in Decision 2010/367/EU” follow
a risk-based approach, The objectives shall provide for the most sultable surveillinee sirategy
informing competent veterinary authoritics on dizense prevention and contral purposes aimed at
protecting poultry and other captive bird holdings [rom avian influenza infection. Following the
current HPAL HSNE outhreaks it is deemed appropriate to assess, if the EU strategy nnd guidelines
for avian influenzn surveillance are still suitable and sufficient considering that active surveillance
by laboratory testing of wild birds trapped or hunted is currently not foreseen in the EU approved
surveillance progrimmes,

To this end, alternative surveillance designs based on active sampling of healthy wild birds to study
the many different aspects of virus presence and characteristics should be considered within the
context of nsk management targeted to inform the risk manager in an efTicient manner, Therefore
some prineiples of surveillance in wild birds and in poultry holdings need to be revised. In the light
of the recent outbreaks it is also necessary that the EFSA studies certain aspects of the
epidemiology of HPAT H3N8 virus which are related to biosecurity and confinement of poultry

Conirol measures for LPAI outbreaks of the H3 and H7 subtypes were ineluded in Directive
2005/94/EC ag those avian influenza viruges have the potentinl to mutate to HPAL virus with
possibly severe consequences for animal health and the poultry industry. The presence of LPAIL
viruses in the wild bird reservoir poses an ongoing risk for LPAI virus introduetion into pouliry
holdings. A specific challenge for the management of biosecurity measures is to prevent contacts of
wild birds with poultry constitutes holdings where poultry is kept in open air runs.

The EFSA is theretore nlso requested 1o nssess the risks of LPAIL virus introduction into poultry
holdings @aking into nccount the conditions under which poultry is housed and the appropriate
surveillance and biosecurity measures (o be applied.

= TERMS OF REFERENCE
In view of the above, and in accordance with Article 29 of Regulation (EC) No 1782002, the
Commission asks EFSA for a scientific opinion and to specifically assess;

L the rizks of introduction of HPAI H5NE and possibly other HPAI viruses considering
the possible entry routes into the EU ;

2. the risks posed by HPAI H5N8and possibly other HPAI viruses for public and
animal health and specifically with a view to assess the suitability of the provisions
oI

a.  biosceurity nnd early detection measures to reduce the risk of its introduction into
poultry holdings laid down in Decision 2005/734/EC;

b. protection measures in poultry in case of its occurrence in wild birds laid down
in Decision 2006/563/EC;

c. the surveillanee strategy, in particular abjectives and methodology, laid down in
Decision 2010/367/ELL

T QIL 166, 1.7.2010,p. 22.



the current situation in the EU and elsewhere as regards the risk of a possible
introduction of HPAL(115MNE) virus and possibly other HPAI viruses to EU poultry
holdings.

the continuous risk posed by LPAI (subtypes H3 and H7) for the introduction from
the wild bird reservoir into poultry holdings taking into accouni risks for holdings
where poultry is kept in open air nuns and the suitability of surveillance and
biosecurity measures aimed at protection of poultry against LPAT infection.






Il Ref. Ares(2016)2335544 - 19/05/2016

L commnG N
1
. % EUROPEAN COMMISSION 70 NiE. I0fs
i \.\'-,\_:H_ LIAECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
Deputy Diractor-Cardaral or Food Safety
Brussels
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Dear Mr Url,

Subject:  Request for a scientific oplaion on additional isswes in relution to EFSA’'s
ongoing mandate on avian inflyenza

The Commussion submitted on 31/3/2015 a fermal request to EFSA for 2 scientific opinion on
avian influenza Ares (2015) 1422958, The terms of reference of that mandate focus on highly
pathogenic avian influenza (HPAL) viruses of HSM8 and possibly other H5 subtypes that
coused outhreaks in pouliry during late 2014 and early 2015, In addition, EFSA was asked to
assess Whe ypecific risks for the introduction of low pathogenic avian influenza (LPAI) of
subtypes HS and HY into free range farms and the suitabilily of certain EU) prevention and
control measures.

The naweal reservoir for all LPAIT virus subtypes s wild migratery birds posing an engoing
rsk for LPAI intreduction into poultry holdings. LPAI viruses of the HS and H7 subtypes
have the potential 1o mutate to HPAL as was demonsirated during large senle HPAL epidemics
worldwide (e.g. in the USA, [taly, the Netherlands). Those outbreaks had devastating socio-
€Conomic canseguences.

Therefore, measires to control LPAI outbreaks were included in EUT legislation (Directive
3005/94/EC") and OTE standards and stamping-out may be applied in the event of an
outbreak. However, quarantine and further testing of LPAI positive flocks and slaughter for
consumption may be applied as an altemative to stamping-out,

Surveillance for avian influenza has been carried cui by Member States under co-Fnanced
programmes since 2003 and was sirengthened by the adoption of Directive 2005/94/EC with
new graduated controf measures for HPAL and LPAI proportionate ta the risks posed by these
(wo cilegaries of viruses. Member Siales are implementing these measures since mid 2007.

Y QJL 10, 14.1.2006, p.16.

Mr Bernhard Url

Executive Director

European Food Safety Authority
Via Carlo Magno 1A

1-43126 PARMA

Commission européenne, B-1048 Bruxelies / Europese Commissie, B-1049 Brussel - Belgium, Telephane: (32-2) 289 11 11,
Oftice :Ft01 03/078. Telaphone: direct line (32-2) 2084256. Fax: {32-2) 2053144,



The entry of the HPA] HiNI virus nle Burope in 2003/2006, constituted an vrprecedented
event volving HPAL virus \rnsmission mainly via wild migratory birds that became a
prominent puthway for FIPAT incursions prompting she adoption of a series of very specilic
gunlrol mcssures.

Mcrmber Stutes” experiences during almost o decade shuw (b the EU control meusures for
avian influenza bave warked well so Tar, bu the proportionality of the measures applied for
LPAl ag compared to FIFAL are piving risc tor conger, ubse in view of intermational trude
with frequend imposition of unjustified trade burriers due to LPA] incursions. The measufes to
control of LIPAL oubeeaks, the intensity und means of svion influensa surveillance wimed o
preventing or reducing HPAL owbreaks should therefore be based on rigk agsessment.

The new Animal Heolth Law Regulion (EL]) 20 6/429% and its future detegaed and

implementing acts olter now the opportunily to review vertuin disease pravention and control
MEASUTES

Following my previous request for a scientilic upinion of EFSA on avian influenza Arey
(20H15) 1422958, as referred v above, | request EFSA to extend the scope of that ongoing
mandate by addregeing the sdditionsl Terms of Relesence provided for in the Annex and o
isgue the scientific opimion by 31 May 2017

My services remain ot your disposal for further information. On this matier, you can contact
Maorin Pittman of SANTE G3 responsible for this Jessier, and Marina Marini, who 15 the
relevant contact poinl in the Unit in charge ot relotions with sgencies and advisory groups.
Their respective phone numbers and e-mail addressies are indicated below,

Y oS im.'fi:}l

X

I
Mr Bernarda Van Goatham
Diractor i
DG Health and Food Safely
for the DDG abasnt

Contacl persons: Ms. M. Marini (02-299.23307), Manne MARINIGDee.curope.cu
Ms, M, [Mitmun (02294 92842), Maria PITTMANGR e, cusipieau

Ce: T Bregeon, B, Van Goethem, M. Scannell, J-F Ryon, A, Govinelli, AcE. Fuessel
L. Tees, F. Reviriego Gerdejo, M, Manni, B, Logar, (DG SANTE), O, Stancanelli,
A, Gervelmeyer, F, Verdunk (EFSA).

204 1L &4, 30.2.2016, p. 1.



ANNEX

Request for a scientific opinion vn additional issues in relation to EFSA's onpoing
tnundale on nviao influcnza

= DACKGROUND

Highly puthcgenic avion influenza {HPAI} i3 a highly contagious vira! diseasc and couses in
most hird and poultry species (except in many ducks and geese species) high monality. Low
pathopenic ovian influenzo virnses mainly cause mild disepse and may oven remain
undetected, Wild migratory birds are the nawral reservoir for low puthogenic avion influcnza
viruses. Low pathogenic avian mflugnia viruses of the H5 and H7 subtypes (LPAI) have the
potential (o mulate o HPAIL viruses.,

Until the udoption of Council Directive 2005/94/EC?, £ control mensures For avian
influenza were only dlveeted against HPAIL

Large HPAl epidemics worldwide (USATennsylvania 1983, Italy 1999/XK)0, the
Methetlands 2003) thet ¢merged by mutation from 1 citenlating LPAL virus strain into its
highly pathogenic form caused death and killing of more than 60Milllen poulicy with
devasiating mcm ¢conomi; cansequences. These cxpariences, supported h;,w s¢ience including
EFSA (2005") led to the introduction of control imedsures ngainst LPAI viruses of the HS gnd
HY subtypes i EU legislation.

Also the World Animal Heolth Orgonisation (OIE) inwoduoeed (n ils Terresirinl Antmal Health
Code besides the existing recommendalions {or internationat trade for HPAT standurds For
LPAl and developed guidunce on surveillance.

The EU control messures for LPAT and HPAI foresee the killing of oll poultry on HPAI
infected haldings. Ity ¢ase of LPAI infection, poultry may cither be killed or be quarontined,
turther tested and may then go for slaughter ynder Ino-sécure conditions. However, racemly
no Membier Stale hus made use of the latter option.

LPAI infected poulory may not show clinical signs. It was therelore necessory 1o introduce
compulsory Ell-wade acuve surveillance programmes in ordet 1o deiect circulating LPAI
virus and in oddition circulating HPAT ip domnestic waterfowl, os these species maty ool show
disedse even when infected with HPAL The programmes ape: bused on sero-surveillance with
virological fallow- up of positive results and are not aimed at early deiection of infection. The
sucveillunce programmes have been eclmed aver the years defining the objeciivey and
endbling targeling risk-bosed strategies. Passive surveillance and early detection sysiems age

YOO 10, 14,1 2006, 16

Y EFSA AHAW Panel (EF5A Fanel on Animal Tealth and Welfare), 1005, Cplnion of the Scicnlific Panel on
Animul Health wigl Welfure {AHAW)Y of o request oo the Commission relined w0 anbmal heulth amd
weelfare aspects af Avian Influgnzn. dai; 10,350 50,0050, 2003, 266,



complementing Lthose active surveillance programmes. The varicty of risk factars sssociated
with different poultry species snd production systems continue to make meaningful and
ualfardable surveillonce o challenge.

Surveillance for avion influenza bas been caricd out by Member States under ¢o-financed
programmes sinve 2003, Directive 2005/94/EC with new contel measures for HPAT and
LPAI had to be implemented sitee mid 307, Puring these lost 10 years many Member States
hove mude their pwi experisnces with HPAD or LPAL outbrenks or have rehearsed the control
measues in the fromework of simulaton exercises. Also the entry of the HFAL FISNT virus
into Euwrope in 2005/2006, constituted an unprecedented cvent involving HPAIL virus
iransmission mainly vix wild migeatory birds thot became o prominent puthwiy [or HPAIL
incursions prompting the adoption of o series of cantry] measures.

The BEU measures for the control of avian influenza bave worked well so fur, bul the
proportionality of some measures applied for HPAT omd eapecially for LPAL remains a
coneern and should be based on risk wisessineat.

As regards surveillance, the numbee of LPAT outbreaks in o country is vonsiclered 1o be
primarily selated to the monitoring intensity and quality of early waming procedures.
Countries thil huve the most eloborate surveillance systems tend 10 delect mote frequently
LIPAI incursions. This has also consequences for international trade. The OIEs LPAI free
stous in the Terrestrinl Animal Henlth Codde may not propecly reflect the reol LPAT status of a
country considering the hetarogenceity of LPAI surveillunce systems implementsd worldwide
ronging from almost ron-existing to the well-simctured gctive and passive surveillnnce
progrunmes pnplemenizd in the EU. This must alse be seen againzt the background of the
number of countries acivally notifying LTAHa the OIE.

A questions remains open as regards al which extent the intensive oclive and pussive surveillonce
implemented in the EU has etfectively lead to preventing or reducing HPAIL oulbreaks by
surveillance and ¢ontrol of LA outbreaks,

The new Amtnal Health Law Regulation (EU) 2016/429 and fts future delegated and
implementing scts olfer now the apportunity to review certoin disease prevention and Gontrol
measures,

a TERMS OF REFEREMNCE
In view of the abave, and in accordance with Article 2% of Reguluion (EC) No [78/200)2, the
Commission asks EFSA for a scieqtilic opmion and to specifically:

1. asséss (he different pothways, the most important routes und riske factory for avion
influenza viruses (HPAL and LPAD w0 cner poultey holdings in the EU including the
ihrewt posed by vipuses eirculating in wild birds;

4, assets the within-flock, within-turmn and belwesn:firm (ransimission characierisiies for
both LPAI and HPAI viruses;

YOp L, Aa, 3130006, p L



3. assess and, if possible, quantify the risk of mutation of a LPAI viruses to HPAI viruses
and to identify the factors that influence the mutation frequency of avian influenza
viruses in poultry flocks;

4. indicate which avian influenza surveillance tools are most suitable and which factors
need to be taken into account for optimising an avian influenza surveillance
programme.

B 1 ecnonically signed on 190572016 1o:56 (U FC-02) in accordance with article 4.2 {Validity of electronic documents) of Commission Degision 2003/563
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Daay Dr Utl,
Subjeci: Request for u scientilic npinion on Blucienguc
[ would like to subinit a formal request to EFSA for a scientifie opinion on Blustongue.

Over the past [ifteen years Bluetongue (BT) has become wilespread atross many pants of
Burope with affeciad countries sometimes adopting diverse control policies, particularty
os regards vaccination against the disease in order ta cope with both the shan as well ax
the long ey conseqicnces i apmal health, anmal production and trude on live
urnimals,

Incidences of BT during that fiftcen years period have included unexpected epidenies in
argas where 11 had nov appeasred [or more than ten years (6.g. BTV-4 in the mainland of
the Balkon Pentnsula in 2014), aecurrence of new scrotypes, low-impact virus cifcularion
ol uneleur origiy, new seralypes, and dizense reewrance (BTY-8 in France in 2015),

In the pust, EFSA hos produced a number of scientific opinions dealing with various
nspects of BT epidemiclogy, surveillance and control whieh pravided  valuable
conclusions and recommendations thae helped the Commesion and the Memhber States
shupe the current disense control strotegy at the EU level, Nevertheless. an update of that
stralcgy muy be neccasary in e light of the dsease  evolution, the  gureent
epidemialogival situalion, the experience poined so far from the implementation of the
various BT control policies, the new possible alicrnaive methods o ensuee safe wade i
Live animals Trom BT resiricted 2omes, and the favest scientilic information avoiloble, The
need W review the overall EU policy on BT has been emphasised repeatedly by national
authoritied of many Member Stares,

Furthermore, EFSA lhus slready been mude aware of the expected adoption of the
Regelation on ransnnssible animal diseases (Animal Health Liew), hecemafier referred 16
ws AHL, While BT is alrendy included in e hst of diseases tn an Annex to the AHL, this
list will need Lo be reviewed in sccordanee with a set of eritecta provided (or i the AHL
nor Jatar than 2 veary bafore the AWML, comes o applivation. i.e. five years afler its entry
into force carly in 2016,

Lr Bermhuard Url

Executive Direclor

Eurapean Food Salety Aubonty
Vi Curlo Magno 1A

43126 Parma

ITALY

Commission suropdenno, - 1040 Brurelles / Evropase Commissia, 8.1040 Biasal - Bulgiumi. Tolnghgne; |32-2) 492 17 11,
Ghice :F191 00l Yalaphona: direct Ino (J2-2) 2986749, Fak: (32:2) 2053144,



Taerefare the Comrmission is in pead af sciectific advice oo the assessment of 1he
sipeificacce of BT within the frrmewark of the already knewn Lsting and categorisalion
cxerrise acerding o the AHL.

In view ef the timelines of these 1opics, we wild request EFSA e provides Cis apindor
oy 3L December 2BLEE

My services remain ab vour disposal for Aothers infogmalion. O this matter. you can
canckl DAmitries Dilaseris of 8ANTE G35 respansthle der this dossizs. =nd Maring
“arind, wha is 2 relevart conlacl poim in the Uil in cherge of reZziess with agencicy
and advisery groups. Their respective phone oambers and e-mail addresses are indicated
below.

Fours sincerely,

L 1adislay Mike

Encl.;
Annex I;  General Terms of Reference

Annex II:  Specific Terms of Reference on Bluetongue Categorisation in the Framework
of the Animal Health Law

Contacl persons:

Ms. M. Marini (02.299.93307) Marina. Marini@ec.europa.eu
Mr. D. Dilaveris {02.299.86741) Dimitrios.Dilaveris@ec.curopa.cu

C.c.: S, Plecita Ridzikova, B. Van Goethem, M. Scannell, L. Terzi, F. Andriessen, C.Bertrand, A.-E.
Fuessel, M. Marini, F.Reviriego Gordejo, B. Logar, (DG SANTE), H. Verhagen, F. Berthe,
G. Stancanelli, A. Gervelmeyer (EFSA).



ANNEX 1
GENERAL TERMS OF REFERENCE

INTRODUCTION-BACKGROUND INFORMATION

Qver the past 15 years BT incursions of o variety of scrotvpes occurred and oo several
nceasions became widespread zeross many parts o Furope with alfected countries
sumetimes odopling diverse control policics, particularly as repards voucination against the
disease in vrder 1o cope with both the shor as well as the long term consequenses in animal
health, animal praduction and trade on live animals or theit products.

Incidences of BT during this periyd have ingluded unexpecied epidemics in arcps where it
had nol appeared for more than ten years {c.g. BIV-4 in the mainland of the Balkan
Peninsula in 2014) bul slso low-impact circulalion of cenain serotypes, some of them of
unclear origin, incursions of new serotypes, vaceine invidents und disease resurgence (BTV-
B in France in 2015) raising concerns ond ¢videncing new challenges.

The European Commission hag repealedly souphl scientific advice on bluewngue (BT) fram
EFSA in the last decade and in response EFSA has produced a number of seientific opinions
dealing with varigus uspects of BT spidemiology, surveillance and control which provided
valueble conciusions and recommendations that helped shupe the current disease strategy at
the ED level.

Mevertheless, an updale appears necessary in the light of the recent disease evalution, the
current epidemiolopical situation, the experience gained so fur from the implementation of
the vanous BT contrel policies and pussible alternative methods to ensure safe trade of live
animals from BT restricted zones and the [ntest seientine informution avajlable,

The need o review the uverall BT pelicy a1 EU level is an issue that has been repeatedly
ernphusised by national awvthorities of many Member Stales and the TV Internationz
Conlerence on Bluetongue and related Orbiviruses (Rome, 5-7 November 2014) represents a
major milestone for taking steck of the latest state of the art scisuce on BT,

In grder to streamline the way forward, the Commission with (he Member Stetes have
1dentzficd u series of issues for which concrete elements of science may provide a pood basis
for relormulating policics and/or adapling current rules. These are us follows:

1. Sale irade provisions

As regards, provisions lor safe trade, in particular from BT restricted arcus, the Furopean
Cormmission, on top of those already in pluce in Cornmission Regulation (EC) 1266/2007, is
kezn to explore vther options used by the competenl authorities of some EU) Member
Countries in the framework of bilulerol 1rade agreements dratted in accordunce with Article
B of the same Regulation,

Anicle 8 of Commission Regulaiion (EC) Nu 1266/2007 (bresees that exemptions from ihe
@Xit bun ure (0 be based on risk mitigating measures presented in Annex 1 1o the Regulation
ar on any other appropriale animal health guarantoes based on a positive owcome of o risk
ussessment agreed belween (he competent aulhority of the pluce of arigin and the compelent
authority of the place of destination.



Currendly there are such agreements on the movement of live snimuls concluded between
Frunce and laly of 2005, France and Spain of 2003 and 2005, Maly ond Spain of 2011
Spain snd Portugal ol 2014, France and Luxembourg ol 2015 atd haly and Auseia of 2016

2. Classilication of ¢llgrent BT serotypey

There are mdications tha moee than 23/26 different serotypes of the BT virus hove heen
identilied to date. Bach of these sendtypes, upart from afg gpeeilie geactic and ontigenic
Fenlures, may nlsn be conpepted with specilic cpidemiological and pathogenicity propertics.
I I8 necessary 10 understund whether it i5 possible tn use {hese propertics nx o sel of sfundard
criteria oy divide known 1317 seeolypea it groups, ench deserving nodistinet treatment ng
regards surveillunce, protection and control meusures,

3. Bl hisnog ond_categorisotion e framework of ihe AR[

In uddition to the chnssifiention of the different serotypes, 13T merils an assessment ag parl of
the Lsung and eategorsation exercise of animal disenses in the framework of the Animal

Heulth Law in the sumue manner as if wag sequested previously for another seven disenses
(Rel, SAMNTE GXILAp (2015) 4940871).

In the light of the above mentioned ougoing procedure the Commiszion is in negd of
seigntilic nidvice pn the ossessment of the significance of B (a8 an ntegral disease, or
acp;[mtﬂy for coch serotype ar group of serotypes, depending on lhe oulcome vl the
prouping cierelse) alse witlu the frumework of the listing and categorisalion weeording o
the AHL. The eriteria, provided for case ol reforence i Aanbex 1 and Attachments | io TV
ihereol, shall be used as o busis for this analyticel assessment. The nisk monuger necds an
updated seientifie ndvies in arder (o

1. nmssess it the varigus serotypes or groups of serolypes of BTY cause diseaser for which
control moasures ot the EU level are jus Ned;

14

proceed with the pridiling ol the diseases caused by the serowypes or proupss of
serolypes of BTV as above iy view to their guiggorisation; ad

3. assign listed spocics Wt vartous scrotypes of groups of screiypes of BTV identified
wi cligible for EU intervention,

TERMS OF REFFEREMCE

In view of the abuve, aind in aegordanee with Article 29 of Regulntion (FC) Nao 178/2002,
the Commission asks EFSA lor o scientilic opimon under the following hendings:

L. As regnpds vacetnution, erndiegjon and survellnnee

1.1 Asscys the most suitable duration of o BT vaccination campaign intended 0 acheye
disease freedom in o cowntry or region considering any relevant eelord that may afteet
and influence disense spread, ond persistence.

|.2 Assess the prohubility of BT recurrence 1n BT oflected areag that bave regnined BT
(reedom, in particular duc o 3T virus Becoming enderic with low level cirgulation in
Ihese wrens nnd reoccuming “spoutancously” (low-neise circulation in livestock or
willllife, mointenunce in veetors or other possible mechuniam o be considercd),

1.} Revise ond assesst the suitabllity of the provisions on sunveillance lnid down in
Wegulation (ECY No 1266/2007 to ensure relinble and rabust demonstration of absenee

" near/iee.europn.ew/food/animaldisensestconiralmensurcs/ivc lungee <ichim



al vitus iransmission in a Membee State or epidemiolopically relevant ares, considering
puint 1.2 obove.

ra spurds specific opt

the exit han uppllesble to movemenis of ve ankn 4m p Testricied zone

2.1 Asseas whether mternal immunity against BT of calves, Inmbs and kids bor 10 and
volostrum fied Irom vaccinated mollwers, constitules a sufficient gusimntee for onimals of
the above species (o be moved sately from a BTV infecled to a BTV fros country or
zone, withoul a nsk for discase spread, with or without the need For any additionu) pre-
inovement Wwsling regime and indicate the main porameters that could be used
(minimum/moximuom age of calves, lesting of dems, ete.).

2.2 Assess the minimum age of calves, lunbs and Kids ofler which residual colpsienl
antibudivs against BTV do not interfets any longer with vaccine immunization of these
animals (in an example of BT bilaterat agreement this uge limit i set at 90 days).

2.3 Assess the minimum time aler completion of the primaty vaceination (1-2 dosss ag
indicated by the vypccine manufocturer) for the vaceinated animals 1o be considered
wnmunt to be sofely moved from u BT infecied o 2 BT free couniry ur zone (currently
sct al 60 days in paragraph 5 of Annex 111 to Regulation (EC) No 1266/2007).

2.4 Asseas whether vector protection for 14 days of mminents below the age of 70 days,
cambitied wilh a ncgative PCR test at the end of the 14 days or more, qualify them lor a
sate movemnent oo o BT resiricted W o BT free arca.

frpm the cxit bap applicabe to movemenis of Jive apimals from o estrigted ronge

3.1 Review and update previous opinions us regardy vectors scology (models for
distribution/density), in order 1o have more accurate ancd applicable criterin for the
determminstion of the seasonally vector-feee perioxl.

3.2 Review and update previouy opinions as regards over-wintering mechanisms and the
duration of the BT viraemia,

3.3 Review and update previous opinions and provide u scientific assesament of (he
uppropriateness of the use of insecticides and repellents againgt Colicoides us BT
compelent veelors, inéluding an assessment of their efficacy und recommendations of
sdeyuate protocols for their uses, in purticular us regards their suitability to profect
animals against attacks by veciors performing at leasi equul (o the prolection provided
by vector-praof esiablishments — wilhout the need 1o keep animals in 4 vegtor protevied
facility.

4. Aa regards elossiflentio rouping of different BTV ser ¢ _according io
their peleptisl impact yn antmal fenlth

4.1 Review and update pirevious opiniens providing o shorl description of existing serolypes
in the BV and elsewhers,




4.2 Assess, by using approprinte criteria’, the feasibility of grouping the currently known
DTV sezolypes in appropriately defined groups of serotypes sharing similar properties
thus creating a number of "BTV seroivpe groups" separaled by significant different
levels of impaet on animal health (e.g. most serious clinical symptoms in many
individusls in largc areas, mild symploms 1o few individuals within small oreas or no
symypioms af all in one or more BT susceplible specics elc. ).

4.3 Review and classify the exisiing seratypes according to the cutcome of the assessment in
point 4.2 above and assess whether any of the above serotypes ‘groups of serotype could
be candidates for a pantial or wotal exclusion from the overall BT policy curently in
place in the EU, in particular duc to their low level of viralence or pathogenicity.

5. Listing and eategorisation of BT in the framework of the Animal Health Law,
3.1 Considering the outcome of the assessments and reviews referred fo in paragraph 4

above, for each of the aforementioned proups of scrowypes, of BT in pencral as
appropriate, assess, following the criteria Jaid down in Article 7 of the AHL. s
eligibility of being listed for Union intervention as aid down i Acticle 5(3) ol the
AHL;

5.2 Considering the outcome of the asscssments and reviews referred to in paragraph 4
above, for each of the aforemenitoned proups of serotypes, or for BT in general, iF
found eligible to be listed for Union intervention, provide:

a) an assessment of its compliance with each of the criteria in Annex 1V 1o the AHL for
the purpose of calegorisation of diseases in accordance wilth Article % of the AIIL;

b) a list of animal species that should be considered candidates for listing in sccordance
with Article & of the AHL.

Such criteria could include: a) Pathogenicity (capacity to produce clinical disease in a large proportion of susceptible
animals), b) Epidemiological properties (c.g. spreading potential), c) Laboratory tests characteristics (e.g. genome
analysis, antigenic composition, other specific identifiable features etc.)



ANNEX LI

SPECIFIC TERMS OF REFERENCE ON BLUETONGUE CATEGORISATION IN

THE FRAMEWORK OF THE ANIMAL HEALTH LAW

PART 1: INSEAXE SPECIFIC INFORMATION ON BEUETONGUE

Specific international trade standards for Bluctongue are provided fot in Chapter 8.3 and
Scclion 4 {Chaplers 4.6, and 4.7.) ol the Code, as well as in Chapter 2.1.3. of the OIE
Monuol of Dingrostic Tesis and Vaceines for Terrestrial Animals (1the Manual).

In the existing EU legislative acts, Bluetongue is reletred (o in’:

Council Directive 2000/75/EC of 20 November 2000 Inying down speeific provisions
for the control and eradication of bluctonpue

Commission Regulation (EC) No 1266/2007 of 26 Gelober 2007 on implementing rules
for Council [Hrective 2000/75/EC as regards the conirel, monitoring, surveillance and
restrictions on movements of ¢ertain animals of susceptible species in relation o
bluctan gue

Council Directive 32/949/EEC of 21 December 1982 on the notification of animal
dizeases within the Cammunity

Council Direclive 2004/68/EC of 26 April 2004 laying down animal health wules for the
importation inte and transit through the Community of certain live vnpulale animals,
amending Directives 90/426/EEC and 92/65/EEC and repealing Directive 72/462/EEC

Council Directive 92/119/EEC of 17 December 1992 introducing penersl Commuonity
measures for the control of certain animal diseases and specific measures relating In
swine vesicular discase

Ginidunce document SANCO/7068/2012 Rey 3 (October 2012 ), 1o assist Member States
on the implemention of the ¢ntenia for "Vector Protected Establishments" for
bluctongue laid dawn in Annex [§ of Commission Repulation (EC) Ne |266/2007 as
amended by Commission Regulution (ECY No 436/2012 of 30 May 2012

* Acts - documents more relevant to the tasks of the scientific opinion in subject.



PFAHT 2: ATTACHMENTS ON DISEASE CATEGORISATION IN THE FRAMEWORK OF THE

ANIMAL HEALYIE Law
ATTACIIMENT 1

Axaesament criteria

Article 7

chEsessHenr paramiers Jor tine fisiinge of diseases

Thw Commission shall use the following nssessment parnmeters in order 1o deierming
whether u discage meets the conditons cequiring iU 10 be lsted in accordanee with Andele

a(2):
(m)

{b)

{)
{d}

the (lisease pralile, which sholl comprise the lollowing:

i}  the unimal species conceened by the diseuse;

(ly  the morbldiy and mortality rates of the disease in animal populations:

(iii) the zoonotie charaeter of the disease;

(iv) theresistnnee o trentments, including anlimicrobin! resislanee;

{v) the persisience of the discaso inan animal population o i he envionment

{vi} the routes and speed of tansmassion of the disease between nnimals and,
when retevand, between nnimals and horours;

{vii) thc abience or predence and distibibon of the diseose o e Ungon, snd,
where the disease is niol present in Lhe Lnion, the risk of its infroduclion into
ihe Union;

{vili} the existence of dingnonstic and disense comrol 1ools;
lhe Bmpact ol the disguse on;

(i) ngrcultural and aquaculture production and other parts of the cconomy, s
reglirds:

ihe level of presence of the disease in the Union;
the loss of production due to the disense;
other losses:
(il} human health, as rcgurd:i:
irpnsmissibility belween ammals and humans;
transminsihility between huimang,
the severity ol human furims of the disense;
the availobility of effective prevention or medical wrentment in kumans;
{iii) animul wellure,
{iv) hiodiversity and the cnvironment:
ils palenlil b generate o crisis situation and 1ts potentiol use i bioterroriant;

the Teasibility, ovadlubility and effectiveness of the Tollowing discase prevention
umel contral measuies:

{1 dingnoste tools and copiceiucs)



) waecisalioo:

{rii] mefical reammess;

{iw}h  hincecurilyy measures;

i%]  rmesmiciions on lhe over-ent of 2nminsals and peeduds;

ivid  LllFng of ammss;

il dizposal of carcasses amd e relevanl 2="met bi-prodoxis
{e) zhe Enpact of disease prevention and co=rol messures, a5 regnnds:

i ihe direct asd indirert posis for the affecsd seciors and 1he economy as a
wiedz

(8y  heir secicsz] acceplane:;
(i7i] the welfare of affecsed subpopulalions of Tepl and wild anizals;
(vl zhe environmert and biodis ersiiy.



ATTACHMENT 11

Criteria Fur listing digseases for Unlon intervention

Article 5
fisting nf diseases

3 & discase shall be included on the ltst referred to in point (b) of puragraph 1 of this

(a)

(b}

all of the following criteria;

(i)
(ii)

{iii)

(iv)
(v)

seientitic evidence indicates that the disease 15 iransmissible;

animal species are sither susceptible to the disease or vectors and
reservoirs thereal exisi in the Union;

the disense couses nepative elfecls on animal bealth or poges o nsk o
public healih due 1o 1Ly zoonetic characier;

diagnostic wols are available for the disease; ond

risk-miligating measures and, where relevant, surveillance al ibe

disense arc offective and proportionate 10 the risks posed by the
disense in the Union; and

al lepst vne of the followitg critetia:

(i}

(i)
(iif)
(iv}

(v)

the dizense causes or could couse significant negative elfects in the
Union on 2nimal health, or poses or could pose & significoni risk o
public health due 10 its zoonatic character;

the disease agent has developed resisiance (0 tresiments angd poscs a
signiticant danger to public andior animal bealth in the Union,

the disesse vauses or could couse a sipoificont negative economic
impact affecting sgnculiure or squacullure produciion in Ui Uniot;
the discase has the poltential to penerate a crisis or the disense ngent
could be used for the purpose ol bioterrorism; or

the disease has or could have a sigpificant negalive impact on the
environment, including bindiversity, of the Union.

10



ATTAUHMENT 1IN

Criteria for discasc categorization

ANNEX TV

Cnteria (or the npplivotion of the discase prevention and control rules

teferred o in Articte 91 w disenses [sted in weporidinee with Article 5

The seope of s Annex s o detail the eriteria to be considered by the Commission when
determining the discase prevention and control rules Lo be appthied (o the diflerent cinegonies of

digeayes Disted 1n pecordunce with Article 5,

The process of categorisation shall take into accaunt the profile of the dysease i question, the level of

the ympuct of th diseuse oo apimal and public health, animul welfare and the cconemy, and the

nvailebility, feasibility and effectivencss of the disgnostie oo and defTerem ses of diseose
prevention and comrol meoswres provided for in this Repalation with respect to the discase.
Secrion 1
CRITERIA FOR TIE APPLICATION OF THE DISEASE PREVENTION
AMDCONTROL RIMGS REFERRED TO IN POINT (A) DF ARTICLE 1)

The diseases Tor which the didsase provention and coptrol rules relerred toin point (a) of Article 1)
apply shall be considered to have the moat severe animal health, public health, eeotomie, socil ar
envirvumenisl inpacts on the Union, Those diseases need o (nli] the Tollowing erileris

() ihe dizease in question is;

{i}  not present in the erritory af the Union;

(i1} present only in exceptional coses (Iregular introductions); or

(iir)  presentin only ina veey limiled paet of' the teeritory of the Linion;
and

(I} Uhe dizease it quedtton is highly trapsimigsable) i addiion w direel and indinect
irunsmission, there may nlso be possibilities of airborne, watcrborme or vectar-borne spread.
The disease may allet multiple species of kept and wild nnimals, or a single species of kept
amimals ol ecomomue imporiadee, and muy resull in high marbigity and significant mortality

rates.
In addition 1o the eriterta set out in poinls (o} and (b), these disenses need to fulfil ane or more of the
lollowing erileria:

11



(c) the disease in question has a zoonotic potential with signiflicant consequences for public

health, including epidemic or pandemic potential or possible significant threats to food
safety;

{d) the discasz in question has a significant impact on the economy of the Union, causing
substannial costs, mainly related to its direct impact on the health and productivity of
animals;

(e) the disease in question has a significant impact on one or more of the following:

i}  society, wath in paccular an tmpact on Jabewr markets;
(i) anmimal welfare, by cansing suffering to large numbers of animals;

(i) the covironment, due to the ditecl impact of the disease or due 1o the measures taken to

contrd it;

{iv) imihe long term, biodiversity or the protection of endangered species or breeds,

inciuding 1he possible disappearance of, or long-term damage to, those species or
hreeds.

SEcTHON 2
CRITERIA FOR TILE APPLECATION OF TIE BISEASE PREVENTION

AND CONTROL RULES HREFERRED TD IN POINT (B} OF ARTICLE J(1]

The diseases for which the disease prevention and control rales refecred 10 in point (b) of Article S}
apply shail be controlled in all Member States with the goal of eradicating, them throoghout Lhe
L pion.

Those discases nead to fulfii the followang cotena:

{al khe diseass in question is endemic in nasure and (5 present in the whole or part of the Union
territory. However, several Member Slales or zones of the Unien are [ree of the disease; and

(b the disease is moderalely to hiphly lmnsmissible; in addition 1o dieect ard indirecd
IrRnsmissioh, there may also be passibilities of airborne. warerbeme or veciar—bome spread.
11 may affect single or mulliple animal species and may result in bigh mecbidiey, with in
general [ow mmortality.

In addition o the colena set out io points (@) and (b, shose diseases need 1o fulfil ene ar more of the

fallowang criteria:

12



() the dizease i queston has 3 woonoue potenisl with signilicont consequences tor public

health, including cpidemic potential or possible significant theats 1o Rooud safery:

{d} the disease in question has o significant impat on the eeonomy of the Union cousing
substuntisl costs, mainly related 1o its direet impact on e health and productivity of

unimulg;
() the disedse Iax o sigmbficnnt impact on one or more of the following:
{i)  sociely, with in particular an impset on labour markets:
{ii} anima) weifare, by causing suffering to large nuimbers of animals;

{iii) the environtent, due to the direct impact of the disease or due 1o the measures token (o

eonteod 11}

{1} in the lonyg term, biodiversity or the protection of endangered specics or breeds,
tncluding the possible disappesrance of, of lonygslenn damaye to, those species or

Breeds,

A discuse 1o which the meosures referred to in point () of Article 3¢ 1) apply, which has nat been
successfully and promptly eradicated ma part of the Union, ind has, in that part of the Union,
ohtuined an endenic choracter, may be subject to disense prevention and conirol meusures under
point (b) of Article 9(1), in that part of the Union.

RECTION 3
CRITERIA FOR THE AF'LICATVION OF THE DISEASE PREVENTION

AMI} CONTROL RULES REFERRED TN POINT (C) OF ARTICLE %)

The diseases tor which the disease prevention and control rules veforred o in point (¢) of Anicle 2[1)
npply arg of relevange 10 some Member Statex and mensures are needed (o prevent them from
spreading 1o purts ol the Union thot are officially disease-fees or that huve eradicution programmes

{or the listed disense in queslion,
Thuse disedses géed (o fulGl the Rollowing ceiena:

{a) in terrestrial unintals, the disense in question is endemic in nature and is present in the whole
or part of the Union rritory; or in aqualic animuls, several Member Stales or zones of Lhe

Union are {ree of the disease: and

(k) (i) lerrestrinl animals, the disense in question is moderately ta highly transmiszilble,

mainly through direct and indirect transmission. The diseuse muinty ailects multiple

13



{ii)

or single animal species, usoally does not result 1n high motbidity, and has a negligible
or no mortality rate, Often the most observed eflect is production |oss;

in aguatic animals, the discase is modetately (0 highly transmissible, mainly through
direct and indircct kransmission, The disease affects mpltiple or single animal species
and may result in high morkidity and usually low mortality. Often the most observed

etfuct 1s production loxs.

In addition (o the crilenia set out in potots (o) and (b), those diseoses nied W Mulll] one or more of the

following enteria:

{c)

(d)

(e}

(he disease in question has w zoonotic polentinl wilh significant consequences For public

hcalth, or possible threats o food safely,

the disease in question bas a significant impaet on the economy of pans of the Unien,

mainly related 1o 18 direct impact on ¢ertain types of animal production systems.

ihe disensa in question has a significant impact en one ar mere of the following:

(i
(i)
(iid)

{iv)

suciety, with, in parlicular, an impact on Inbour markets;
animal welfare, by cansing sulfering (0 Jarge numbers of animals:

the environment, due to the direet impact of the disease or of the measures taken to

contro! it;

in the long term, biodiversily or the protéction of endangered specias or breeds,
including the possible disappeacance of, or long-1erm dumage to, those species or
breeds,

SECTION
CRITERIA FOR THE APPLICATION OF THE DISEASE PREVENTION

AND CONTROL RULES REFERRED TO IN POINT (D) OF ARTICLE 3{1}

The discase prevention and control rules eeferred to in point {d) ol Article 9(1) shall apply 1o discases

that Tl the criteria set out in Section 1, 2 or 3 and o other diseuses Tulfilling the criveria sel out in

Section 5 where the risk posed by the disease in question can be effectively and proportionately

mitigated by measures concerning movements of animals opd produrts in order 1o prevent or limit its

vecurrenee and spread,

14



SECTION 5
CRITERIA FOR THE APPLICATION OF THE DISEASE PREVENTION

AND CONTROL RULES REFERRED TO IN POINT (E) OF ARTICLE 9(1)

The disease prevention and control rules referred to in point (e} of Article 9(1) shall apply to diseases
that fulfil the criteria set out in Sections 1, 2 or 3 and to other diseases where surveillance of the
disease is necessary for reasons relating to animal health, animal welfare, human health, the

economy, society or the environment.

15



ad

ATTACHMENT [V
Crileria lor Yisting of species

Armidgle 5
Lixting caf spsrizs

Animal species or groups of animal species shall be added to this list il they are
affected or if they pose a risk lor the spread of a specific listed disease because:

{a) they are susceptible for a specific listed disease or scientitic evidence indicates
that such susceptibility is likely; or

(b) they are vector species or rescrvoirs for that disease, or scientific evidence
indicates that such role is likely.

16
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Sahbject: Regquest for v scientific opinien on Chronic Wusting Dhiseaqe (WD)
it cervidy

The Bsrmer Scientific Steering Commitlec of 1l Europein Commission adopted in 2003
any "Ehsindent o Cl l-'"". ir w-.'m,u Drisedtse and Hasees that it caery a eisk for hooman
and simimal foed clatins™!

The Europiean Food ‘miﬂl} authority {EFSAY udopted two opinions with regards 1 131
surveillmge un CWIF, on 2004 and on 2080, CWD was also addressed in (e joint FFSA
and ECDC (Futopean Centre for Disgase Preveation and Contral) "Scleassitic opinion on
cily ﬂu.\‘ﬁjhh* epidvariofugival or pdcenlar ussoclation bebween TRES i amiitaly amd
i,

(5 Apl 2016, Nurway notilied o first case o CWD in the Curopean Feanomic Area
(EEA). it o wild reindeer, On 25 May 2016, Noragy notified o second case of (W1, his
me in o wild maose. In view of these detections. EFSA i3 requested to provide a
seientific opinen an CWIY in gervids in the FU and BEA in aceordance with Artigle 29
of Regulation {ELC) Mo 1782002, aceording, to the terms of relerenge in Annex.

In light of Lhe sensitivity o' 1hes emerging issue. | would be groteful if FFSA could
deliver it sewnlitic opinion as soon 03 possible and according Lo (he [lkawing schedule:

= RFSA moasked to provide his scivntitic npinton on the Tarms of Reference N° )
{surveillance). 2 (public healthy and 3 (risk mitigation measure) by 31 Degember
2014
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—  EFSA is asked w provide its scientilic opinicn on ihe Terms of Reference WN° 4
fdiggnostic of CWI} and 5 {review of 2010 EFSA opinion) by 31 Deccmber
T

My services remain ak vour disposal if you require funher information. On this matter,
you can comtact Lucie Carmoude in DG SANTE G4, wheo is responsible for this dossicr,
and Marina Marni in DG SANTE D, whe is the relevant comtael poind in the Unit in
charge of scicnce, stakeholders and cnlorecment. Their respeclive phone numbcers and e-
mail addresses are indicated bilow.

Yours sincorely.

It

Ladislay Mika

Enci.: Terms of Relerence

Contacts: Luciec Carmuée (lucic.carmouee@oe.curapa.cu) Tel.: + (32)2 296.40.75
Marina Marini {marina.mannigiec.curopa.eu) Tel: + (3212 389.33.07

Ce: H. Verhagen, b. Hupas, E. Liehana Criado, G. Stancanelli (EFSA}
B. Van Gocthem, F. Andriessan. K. Cernilopar, B. Gawtrais, T. Bregeon,
L. Terzi, A-E. Fussel, K. Clliot, A. Rarmirez Vela, E. Thévenard.
b4, Marini, C. Boesinger-Froideveaux, K. De Smet. L. Corroute [SANTE)



Annex: ‘Verms of Beference

Request fur a scientific apinion on chronic wasting disease (CWD) in corvids

1. Background
Proviops opini : ¥ and surve

The formet Scienttlic Steenng Commyttce of the European Commisgion {$5C) adopted
on 6=7 March 2003 an opinion aon CWD and tissues that might ¢arry & dsk for human angd
animal feed cheing’, In sunmary it highlighted it o risk of prion lransmissions to
humans ¢onsuming produets of W affecied vervids could not be oxeluded,

In il'.-. scientific opinion of 3 Junc 2004 on a3 surveillance programme for CWD in the
LA, EFSA stressed “a potential risk te consumers if o ‘TSE would he present in European
cervids”, CFSA further highlighted (hat “ir might be prudent considering appropriste
meosures {0 redvuee suck o risk eg. excluding tissues such ax cemral nervans system
(CNS) ond fymphotd tissues from the human food chain, which would greatly reducs any
patentfal risk for consumers. However, i v stressed that curerentiy, ne e regarding o
risk of TSE infections from cervid prodhucts for hionars are avatlable®,

In its 201G scientific opinion on possible assotiations between TSEs in anitals ond
humans” | EtSA concluded regarding CWD that, although CWD agemts hove failed to
induce discase in (ransgenic mice cxpressing humon PrP', experimental iransmission w
corain toti-human primate species hag been reported. EFSA also mentiohed ongoing
eXperiments to assess the zoonolic polential of CWD strains in primate models.

The SSC Opinten of 6.7 March 2003 alse recommanded the instigation of a survieance
programme for TSE in cervids in the EU, As a result, the Commission asked EFSA for
recommendations concerming such surveillance, and EFSA recommended in its opinjon
of June 2004 to initiatle un EU-wide experimenial sereening, tarpeting ot-risk geovps of
animalg,

On that hﬂ‘-‘rl‘- a survey on CWD in the EU was (aunched by Commission Decision
NI/ IRLECT and implemented between 2007 and 2010, In this fiamewnsrk, more thun
13.000 sumples were colleeted from 21 Member States and Narway, mataly from ned
deer nnd white-ailed deer (the survey alsg included 74 samples from reindeer), without
any sample found positive to TSE. Therefore, EFSA concluded in 2010" thet, while
vecurrences of cases of TRES in cervids in the EU could not be oxeluded, espeeially i
remote and presently unsampled geographical arcas. (here was no cervid TSE epidetic in
1he ELJ,

Current mycrsres
The main provisions in the TSE Regulation” cumently applicable to CWD hased on the
preceding seienufiwe vpinions can be summansed us follows:

* hitp:fec curopa.cu/lood/ Fs/se'ssc 'out323 en.pdfl and htp:fec.europa.en/food f'scssefom3 24 en.pdf
* hip:/iwww.elsa.curopa.cwen ‘efsajournal pub/70
® htep: www.elsa.europa.cu enlefsajournal pub/ 943
"hitp:eur-lex europa.cudesal-content/ ENTXT uri CELEX02007D0182-
2008081 2&gid = 1 16072658 1 882
® hup:/www.elsa.europa.cu ‘en/elsajournal/pul/ 1861
"hitp:/‘eur-lex.curopa.eu leval-content ENCTX T %id = 141640980802 L 2&uri= CELEX 0200 ] ROGYG-
2160203




—  duive surveillanee ia mandnlory also Tor cervids, as "any aafmol si; etgcred of et
infected By o TWE dhall he gither placed wader an officiol movepinr #egiricion el
the restdty of o oftesd amd epldmmivlogleal  examindion currived ot by the
commpetent cithoriy ave kmown, or kited for feboratory exominatlon under afficlal
conieel™ (Acle 1201 of Regulation {EC7) Mo 99492001 %

~ o0 o voluniary basis, Member Swies may eprey out nddilional 31 sunveillunce in
cervids (Part 111 of Chapter A of Aanex 1 o Regulation (13C) Na 939/2001);

— ull purtd ol the body of o cervid pasitive for TSE must be sen to lel‘!IU‘-?ﬂl i8 eplegory
| materiuls in accordines with the Animal Dy=[roducis Repulation' (Asticle 13,1.(n)
ol Regulition (150) Mo 299/2004 );

~ 'TSE positive coses in cervids must be sotified to th Commission and the Moember
Stnies {(Aricle 1 of Repulation (1CT) Mo N20071 )%

~ in the U, the feediog w eervids of proleing derived from animals is prolibigd, with
the cxeeption of mulk und milk prmducts, epgs ond epg products, hydrelysed r-rm;ima
trom non-rusmiingnty oF {rom neninent hides and sking, gelatine amd gallaggn fron
non-runinants {Aniele 7 and Annex IV to Regulation (EC) No 999/2001);

— al import imo the EU, on ottestation i# reguieed for inent and ment products from
wild ond farmed cervids coming from the USA ur Conmdn (Chapter ¥ of Annex 1X (o
[egutation (C) Mo 099/2001), vonlirbag thin e products:

@ exclude offal and spinul sord,
¢ are derived from unimals eacd tor CW wiih nepiiive results, and

o ore derived from animals which do el ¢ome from o herd (lor farmed
unimals) or a region (lor wild apimals) where CWE his been conlimmoed or
i hciolly suspeoted,

I addition, in nccordance with Regulation (KUY Mo 206/2010", the import inko the GU
of Jive cervids from the USA und Conada is prohibnicd,

Thy conditions for imports into the EU of certdin snimdd by-produgls derived from cepvid
wederinds e be sumunarised ng follows:

~ il import ol unprocessed urive tor hunting lures i prohibited when derived from
furmed cervids. The import of progessed uring fram firmed animals i subject 1o
treatment regquirements Laid down v the A2 Repulations. The impor of urine
fram wild cervids is out of the seope of the BLT ATE Hegulations,

- the imper of petfved eottaining cervid muterials and of products derived from
corvids (including PAPM and destined for the manualacturing al pt:llbud in
permilled provided 1har the requiremenis of the AR Regulations are mel. Raw
matarials mausl b Jerived from cervids sloughiered for human consumplivn.

- For bides and skipg, blood and hlood products, ammal by-products mtended Tor
techical uses, rendered futs, gelatine and collsgen, hydrolysed proten, di- and
Iri-caleium  plwaphaie, (ot derivatives, the principle followed mothe AT
If.cuulmiﬁnﬂ ann be sumurised os follows:

"y arebe s o egnlvonten 2T 2qid= LAGHIPHEL T 13 0 ELEX A0 100
200101

J'? I f*'.’ !.h



o For mw products: imports are permined only from third counlrios that pare

)

nuthorised for the import of fresh meat of eervids'?

For processed products derived from cervids: imports are pemitted Jrom all
third counirics listed in the Part 1 of Annex Il o Repulation (EC) No

206720111,

FFar (ully processed pame teophics or hides and skins: impuns wre pennitted

from any third countrics.

{epord dyter
Dy the Bast 10 years, no mest of cervids was impaorted in EU or EEA countriey from
the USA. Import dati lvoin Canada ure in Table 1 {exiracied trom TRACES),

Table |
Yeur Imporing country Awmount (ky)
M6 . v
2007 FR 368
CH 2732
00K FR 17034
DL 75
2008 IR 2815
PE L 75
CH 46198
nan 'R a9}
Cli 4BO7H
2011 R 1351
DE 40
CH FIRTH
2042 'R 1357
CH 1469
2013 BE 2613
I'R 2207
LAy 1363
2014 BE 334
FR 401

" As laid down in Part 1 of Annex Il to Regulation (EC) No 206/2010: Argentina (parts of territory 1, 2. 3,
4), Ausiralia, Botswana (pans 1, 2, 3 and 5), Canada, Chile, Greenland, Iceland, Namibia (part 1), New
Caledonia, New Zealand, Russia (part 1), Swaziland (parts | and 2), USA, South Africa (part 1},




2005 FR 1261
(Totwl BE 2947
FR 28488

DE 290

CH 145218

] AL 176942

The A urreshans cases

id-Merch MIF, a sick amme? was cheerved during an exencize of identificalion and
segastratior. of wild reindeers by the Koracgian Instivste for Wature Rescarch, in the
lecaliy of Laerdal {sec map bciow}, The animal subsequernily died and ils carcass was
sent 1o the Momwegian Vetertnary Institule far necropsy. The necropsy inciuded resting far
TSE. On 4 Apsl 2016, the Sorwegian BAL for TSEs confirmed e presence of TSE ae
ELISA, Wesiern Blomticg ard Immunchissochemistnv. On 7 Apal 234, the Eurppzan
Releremoe labosutory (EURL Y for TSE comfirmed that the samples reccived ware sirengiy
pesitive for TSE and were aresumpiive for CWEE On 27 Apnil 2316, the CIE Reference
Labaralon: [ CW0in Canada (Canadien Foed Inspecticn Ageecy] conlimmed the O%0
posilive diagrastic, noting et the sample was consistent wilh CWD0 in Farmad 2nd wid
penvids ir Carada and reindeer expesimenially infectod with CWIDr by Ihe omald ranre.

O 25 May 2015, a second mase of CWT was cealismed in Murwas, this tice in a wild
mooss, in the lecality of Selbu (see map below). The moose (Alces alces) was a young
adull and prepnang [emale, which was killed due to abnormal behavior. The animal was
gehwvdraed, cachecc and had increased urination. It was found in Selbu in South
Nonway, The MNoraegian NRL for TSE performed ELISA and Westiern Blot, which were
balh pasidye.
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Following these cascs, Norway has expanded its survcillance of cervids for TSEs.
Norway's objective is to test those cervids found sick or that died but were not
slaughtered for human consumption. In addition, the Norwegian authorities encourage
hunters in the two concerned regions to bring heads of animals killed during the hunting
scason Lo control points in view of TSE sampling and testing. Furthcrmore, Norway plans
to start a surveillance programme [or (armed reindeer, during the slaughter scason which
starts in September.

Additional information provided hy Member States at request of the Conmission




Unteed Kingdom informed the Commtsalon on an updaled gqualitative visk assessment on
the risk that CWLY i5 being inteoduced into Grept Dritain, The asgessinent is nvailable w;
likpg://www pov.ukAmvertnentuplpsdifysten/onlopds i bmept dalptile/3 1401 Ay
P iegwhstug-diseuse. plt

‘the lullowing inlformation s een providing on surveillange olter 2010

Finland:

2011

2012

2013

2014

2014

Farmed
rolndapr

Slaughterec

Rangifar
tarabdus
larandus

Fallen atock

13

Foreat
ralndasr

Faund daag

Rangifuar
twrandus
fannicus

Mooxs

Hunted

Alcas alces

Found dead

White taited
doar

Found dead

Cdocoileus
Wifginianus

Hunted

Row deor
Capreolus
CApraoius

Faund deag

slaughisred

Fallow daar
Dama dama

Faund dead

Corvys
Alaphus

Slaughtarad

1

TOTAL

8

1d

14

&L

14

Féund dead = aick, road kill ar faund dgadg

Denmark:

2011

2012

2013

2014

25

6
g

Pl ) B ) PO | Lk

'olund, Netherlopd, Lithwanin, United Kingdom, Portugal: no TS tost in cervids in

the perind 2010 1-2015,




armay:

Farmed deer Wild deer

Fallow | Red Red Roe
Year d. d. | Reindeer { Moose | d. | Musk | Reindeer | deer | Total
2010 2 13 3 4 2 17 41
201 11 1 11 2 1 12 38
2012 3 6 5 4 3 21
2013 1 4 1 4 10
2014 2 o 5 2 L 1 10

|
|

zats| |3 | L& |1 | 3 | 8 [19]
Latvia: -

2011 j0 |

2012 10

2013 2 (Alees alees)

(23012 1 0

12015 | 2

Sweden: one clinical suspicion in a reindeer in the period 2011-2015

II. Terms of Reference

E¥Sa is requested 10 pravide o scienlific opinion on the following guestions:

1) EFSA s asked o parvide recommendations on surveillance of cervid populations at

country teve] aimed at detecting CWD and/or estimating the prevalence of WD in
Morway, Sweden, Finland, Teeland. Estonia Latvia and Poland. which anz tbe TU and
CEA couniries with reindeer andor moose papulations. depending on the level of
prevalence which is wished e be dezecied.

tlas new evidence become availabbe with repard 1o possible public healih risks due to
the occcurepce of OWD in cenvids since the publication of the N0 joint
EFSA/LCDC opimion? Does e nanral exposuse of consmuers o cervid praducts
wrivinating from regions where CWD cases are detected represent a nisk for poblic
Bealih!

ETFSA s asked w peconpmnend, if neeessary. addidonal animal fealth nsk-bosed
measares 1o prevent the inodwction of CWED ine EU cenial populotiens amd 1o
prevend ils spread within the E1U7

Are the conclusions and recommendadions n the ETSA vpinion of Junc 264 on
dJiagnestiv methods for CW D stk valid! 1f mol. an update should be provided.

EFSa is asked to update the conclusions ol the 2040 EFSA opinion on the resuls of
ihe LU swrvew on CWD in corvids. as eerards whe oveurmence of OW 0 n Lthe cenad
population in the TLL
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