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Dear Director General,

Please find attached, for your informal information, annexes indicating the intended positions
of the European Union (EU) on the reports of the Terrestrial and Aquatic Animal Health
Standards Commissions to be raised and drafis proposed for adoption at the 80" General
Session in May 2012 in Paris.

We take this opportunity to inform you that the EU supports the adoption of the 25 draft
revised chapters of the OIE Terrestrial Manual to be proposed for adoption in May 2012 and
supports the proposed new Reference Laboratories and Collaborating Centres as proposed by
the Biological Standards Commission.

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

Yours sincerely,

Dr Per Henriksen Dr Bernard Van Goethem
Chief Veterinary Officer Director for Veterinary and International affairs
Denmark Buropean Commission, DG Health and Consumers

Dr Bernard Valiat
Director General OIE
12 rue de Prony

F - 75017 Paris
France
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Copy: All Directors / Chief Veterinary Officers of the EU 27 and Croatia, Iceland,
Liechtenstein, Norway, Switzerland and Turkey.
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REPORT OF THE MEETING OF THE OIE

TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION'\

Paris, 14-23 February 2012

The OIE Terrestrial Animal Health Standards Commission (the Code (%ission) met at the OIE Headquarters
in Paris from 14 to 23 February 2012. \

The members of the Code Commission are listed in Annex I and the agenda adopted is in Annex II.
N/

The Code Commission thanked the following Members for providing written comments: Argentina, Australia,
Canada, Chile, the People’s Republic of Cﬁna, Chi@r aipei, Colombia, Cuba, the European Union (EU),
Japan, Mexico, New Zealand, Norway, Peru, South Africa, Switzerland, the United States of America (USA)
and Uruguay. Comments were also received. from the Secretariat of the Codex Alimentarius Commission
(CACQC), the Food and Agriculture %;mization of the United Nations (FAO), the Secretariat of the Committee
on Sanitary and Phytosanitary Measures of the World Trade Organization (WTO SPS Committee), two regional
organisations — African Union —.InterAfrican Bureau for Animal Resources (AU-IBAR); the Organismo
Internacional Regional de-Sanidad Agropecuaria (OIRSA); the International Embryo Transfer Society (IETS),
and a non-govemmenta{ganisation, the International Coalition for Farm Animal Welfare ICFAW).

The Code Commission reviewed the documents identified in the agenda, addressing comments that Member
Countries had submitted by 13 January 2012 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
strikethrough. and may be found in the Annexes to the report. The amendments made at the February 2012
meeting. are: highlighted with a coloured background in order to distinguish them from those made at the
September 2011 meeting.

D,
All Member comments were considered by the Code Commission. However, because of the very large volume
of work, the Commission was not able to prepare a detailed explanation of the reasons for accepting or not
accepting every proposal received. Member Countries are reminded that 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.

Member Countries should note that texts in Part A of this report are proposed for adoption at the 80th OIE
General Session in May 2012. Texts in Part B are submitted for comment by Member Countries and all
comments received will be addressed during the Commission’s meeting in September 2012. The reports of
meetings (Working Groups and ad hoc Groups) are also attached in Part B of this report.
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The Commission strongly encourages Member Countries to participate in the development of the OIE’s
international standards by submitting comments on this report. Comments should be submitted as specific
proposed text changes, supported by a scientific rationale. Proposed deletions should be indicated in
‘strikethrotgh’ and proposed additions with ‘double underline’. Member Countries should not use the automatic
‘track-changes’ function provided by word processing software as such changes are lost in the process of
collating Member Countries’ submissions into the Commission’s working documents.

Comments on this report must reach OIE Headquarters by 2 August 2012 to be considered at the
September 2012 meeting of the Commission.

All comments should be sent to the OIE International Trade Department at: trade.dept@oie.int.
A. MEETING BETWEEN THE CODE COMMISSION AND THE SCIENTIFIC COMMISS}J

A joint meeting of the Code Commission and Scientific Commission for Animal Dis&ﬁzs (the Scientific
Commission) took place on Tuesday 14 February 2012. Dr Bernard Vallat, Director General of the OIE, and
Dr Karim Ben Jebara, Head of the OIE Sanitary Information Department, attended part of the.&)int meeting.

y

The key points discussed are as follows:

Restructuring Volume 2 of the Terrestrial Code (

Volume 2 of the Terrestrial Code to make reference to the pathogen. name, that is ‘Infection with (disease
agent)’. However, in response to comments from Member:Countries, proposal to completely restructure
Volume 1 of the Terrestrial Code has been reconsidered based onthe need to keep the Terrestrial Code as ‘user
friendly’ as possible to the Member Countries. It is now proposed to maintain the current structure (that is,
diseases of multiple species, diseases of bovidae, etc.). As each disease chapter is updated, provisions on
relevant wildlife species will be added as appropriate, If a disease occurs in wild animals, this will not
necessarily mean it will be considered as a disease of ‘multiple species’. Rather, the inclusion of the chapter
under a specific section (for example, bovidae) willreflect the presence of the disease in the species of greatest
economic importance.

Dr Kahn explained that the Code Commission proposes to continue :rogressively renaming the chapters in

The meeting discussed the applica of this approach in the recent merging of existing chapters on brucellosis
into a proposed new Chapter 11.3. Infection with Brucella abortus, B. melitensis and B. suis. Dr Briickner,
President of the Scientific grelmission, outlined potential problems that had been identified in comments
received from Member Countries on the proposed new chapter in which the three Brucella species had been
addressed in a single chapter: Some Member Countries commented that they had difficulty harmonising this
approach with existing disease control programmes and legislation, as well as declarations of disease freedom. It
was foreseen th’ similar problems might be encountered with the planned revision of the chapters on
tuberculosis. All'agreed on the need to adopt an approach that would maximise Member Countries’ ease in
using the Terrestrial. Code. The two Commissions decided to send the revised text, with Member Countries’
comments; to.a.new ad hoc group, which could consider drafting three separate revised chapters.

Itawas agreed that the new approach of making provisions for wildlife in the disease chapters and requiring the
reporting of findings in species of epidemiological significance raises complex issues, not least relating to
requirements for risk management and disease surveillance, and for making decisions on disease status of
countries. The two Commissions will proceed with this approach on a case by case basis.

It had previously been agreed that, following this approach, the two chapters dealing with M. bovis infection
should be revised and combined into a single chapter. Noting that these texts had recently been updated, the
Code Commission considered that there was no urgency to undertake this work. However, Dr Gideon Briickner
indicated that a revision of the tuberculosis chapters had been listed as a priority on the Scientific Commission’s
work programme, once the revision of the chapters on brucellosis had been adopted.

The meeting agreed that the comments of Member Countries on the revised chapter on brucellosis had provided
valuable feedback as to the concerns about the new approach.
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Proposed OIE policy on addressing wildlife in the Terrestrial Code — discussion paper

Dr Kahn indicated that the Code Commission had received comments from many Member Countries on the
proposed policy and that these were broadly supportive of the proposed direction, although there were some
questions about how the policy would be applied. Dr De Clercq asked the Code Commission to explain how
‘epidemiologically significant’ would be defined, given the multiplicity of issues relevant to each disease.

The two Commissions are aware that a group of wildlife experts is currently drafting a book titled ‘lUCN Guide
to Wildlife Disease Risk Analysis. The methodology and terminology used are consistent with those of the OIE
and the Scientific Commission indicated the need to make the Guide readily available to Members to help with
the identification of epidemiological important species and to prioritise relevant wildlife diseases.

.

Dr Thiermann confirmed that the considerations and provisions for each disease wouldﬁ set out in each
individual disease chapter and regularly reviewed based on developments in scientific knowledge. These would
then be submitted for comments by Member Countries and eventual adoption in the Terrestrial Code. Given the
increasing recognition of the importance of wildlife and healthy ecosystems to human wellbeing, the
Commissions recommended that, at the 80th General Session (2012), the Director General propose a final OIE
policy on wildlife in the standards. (

Disease listing criteria — proposed modification of Chapter1.2.

Dr Thiermann indicated that the Code Commission had received com&ts from many Member Countries on
the revised text circulated after the Code Commission’s mef& of September 2011. These, together with
comments of the Scientific Commission, would be addressed and a revised text will be proposed for adoption at
the 80™ General Session. Dr Vallat endorsed the importance of finalising the revised chapter, which had been
under review for some time, as it has broad implications fof OIE standards. Revision of chapters on certain
diseases, such as swine vesicular disease and vesicul matitis, was ‘on hold’ pending adoption of the new
disease listing criteria, which would be followed by reassessment to determine whether these diseases continue
to be listed.

Dr Ben Jebara informed the meekg that,”“once the draft chapter had been adopted, the ad hoc Group on
Notification of Animal Diseases and Pathogenic Agents would be convened prior to the September 2012
Commission meetings to review: the list of diseases in the Terrestrial Code.

N\

Chapter 8.5. —Poot and mouth disease

Dr Briickner informed the Code Commission that a fundamental review of the chapter had commenced with the
meeting of an ad hoc Group in February 2012 and was ongoing. It is hoped that the revised text would be
provided to the. Code Commission for consideration at its September 2012 meeting. The revision of the chapter
will attempt to make it more user-friendly, especially in relation to the application of concepts such as
compartmentalisation and recovery of free status. Dr Briickner requested the Code Commission to propose
important modifications to the FMD questionnaire (Article 1.6.) for adoption at the 80th General Session. These
modifications provide for the endorsement of official national disease control programmes for FMD and their
adoption could avoid problems identified in the evaluation of the dossiers received from Member Countries. The
Code Commission agreed to address the proposed amendments to the questionnaire as a matter of priority.

The Scientific Commission also proposed to provide latest scientific evidence on virus inactivation in casings.
This evidence will comprise recent scientific publications and the outcome of an EFSA meeting in February
2012, in addition to a risk assessment from the International Scientific Working Group of the International
Natural Sausage Casings Association provided by the Code Commission.
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Chapter 8.10. — Rabies

Dr Vallat highlighted the importance of the revision of Chapter 8.10. in view of the OIE’s ongoing collaboration
with the WHO and FAO on the global control and prevention of rabies, which is one of the most important
zoonotic pathogens in the world. Dr Vallat encouraged the Commissions to finalise their review of Chapter 8.10.
and to propose a final text for adoption by Members in May 2012. Dr Thiermann advised that, in the second
round of Member Country comment, the Code Commission had again received many, sometimes contradictory,
comments on the revised text. Dr Briickner indicated that the Scientific Commission would review the Member
Countries’ comments and forward its advice to the Code Commission. Both Commissions agreed that a revised
chapter would be proposed for adoption in May 2012.

African horse sickness (AHS) \

.

Dr Vallat noted the importance of expediting the proposal for official recognition of AHS freedom. Dr
Thiermann agreed that the Code Commission would review Member Countries’ comments on the revised
chapter, and Scientific Commission comments, with a view to proposing revised provisions in Chapters 12.1.
(African horse sickness) and 1.6. on Procedures for official recognition for adoptio/n at the 80thGeneral Session.

Chapter 15.2. — Classical swine fever (CSF) (

Dr Briickner informed the meeting that the ad hoc Group on classical swine fever had completed its review of
Chapter 15.2. and that the Scientific Commission would send a revised text with proposed requirements for
official recognition for CSF free status, including a questionnaire and surveillance guidelines, to the Code
Commission for review. Dr Vallat asked the Code Commission to pris& its review and to provide a draft for
consideration by Member Countries, with a view to potential%tion of the revised text and provisions for
official recognition at the 81st General Session (2013). Dr Thiermann confirmed that the Code Commission
would examine the draft text as a high priority item when received.

4
Chapter 14.8. — Peste des petits rumin‘amts (PP&

Dr Vallat noted the interest of OIE Member Countries in considering the establishment of conditions for
recognition of official PPR free status and urged the two Commissions to progress this work as a matter of
priority. The Code Commission, expressed its concern regarding the current draft text, as it found it to be
excessively restrictive in terms of recommendations for trading of commodities and inclusion of host species of
low epidemiological signiﬁcr&e, such as cattle and camels. Both Commissions agreed to prioritise the review
of Member Countries’ comments. Dr Briickner advised that the process would be to aim for adoption of the
amended Chapter 14.8. followed by approval of the OIE Council for the policy of providing official OIE
recognition for Pl;{ statui and, finally, the declaration of a global control programme for PPR.

Chapter 8.12.— Rinderpest

Dr Vallat highlighted the priority of progressing work identified in the Resolution on Global Freedom from
Rinderpest adopted at the 79™ General Session. The Code Commission undertook to review Member comments
on the revised text of Chapter 8.12., with a view to adoption at the 80™ General Session. Both Commissions
expressed concern at the delay in further action, which is dependent on progress and information to both
Commissions, especially on the procedures and guidelines for the sequestration of rinderpest virus from the
Joint OIE/FAO Advisory Committee on Rinderpest.

Requirements for notification — avian influenza

Dr Vallat asked the Commissions to consider the need to clarify the reporting provisions for notifiable avian
influenza, based on some concerns that had been raised with him. Dr Thiermann advised that the Code
Commission had already considered this matter and would propose a simple amendment to Chapter 10.4., which
would not change the current provisions but rather would state them more clearly.
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Schmallenberg virus

Dr Vallat noted that the OIE has received requests for advice on the risk of spreading this new virus as a
consequence of international trade. An expert meeting had been convened and had provided advice on scientific
issues, trade related concerns and risk management and a statement would be published this week. Key points to
note are that there is no evidence suggesting that this new virus has any zoonotic implication. It is an arboviral
disease and animal products such as meat and milk pose no animal or public health risk. Dr Vallat noted that
here are still many gaps in the existing scientific knowledge of the disease. This matter would thus be kept under
review. Dr Vallat recommended that the ad hoc Group meet again before the 80th General Session in May 2012
and agreed that the Scientific Commission would be given time during its presentation to update Member
Countries on the disease.

After Dr Vallat left the meeting, due to commitments to other meetings, the two Commissions comued to
discuss issues of mutual interest, as follows: iy
y

Invasive alien species

.
Professor MacDiarmid provided a short update on the results of a meeting at the OIE Headquarters on invasive
alien animal species held at the end of 2011. Prof. Stuart MacDiarmid noted that he‘and Dr Briickner attended
the meeting, as did the Chair of the OIE Working Group on Wildlife Dise;?representatives of the Secretariats
of the Convention on Biological Diversity (CBD) and the World Trade Organization SPS Committee. The
meeting produced a document on draft report *Guidelines for assessing the risk of non-native animals becoming
invasive’. Both Commissions commended this initiative of the OIE in-ndertaking this work and asked the
Director General to take appropriate steps to publish the Guideline@l the OIE website, for guidance of

Members.
—

Brainstorming on equine diseases

Dr Kahn informed the two Commissions about a brainstorming meeting to be held in Paris on 12-14 March on
facilitating safe international movement of horses to equine events. The meeting will be attended by several OIE
reference experts on equine diseases, as well as representatives of the Federation Equestre Internationale (FEI),
with which the OIE has an official agreement. The objective of the meeting is to identify constraints and areas in
which the OIE and the FEI might collaborate to review standards or provide advice to Members on this topic in
view of the growing international movement of horses to participate in events. The meeting will report to both
the Scientific Commission and the Code Commission.

OIE policy on official recénition of collaborating centres

Dr Kahn informed the meeting that an OIE collaborating centre (CC) on multiple topics had applied for
recognition as four separate CCs on the topics of animal welfare, food safety, epidemiology and veterinary
training. Shenoted that the Code Commission would consider the proposal relating to animal welfare and food
safety (including seeking advice from the relevant OIE Working Groups). Dr Elisabeth Erlacher-Vindel advised
that the Scientifie: Commission would review the proposal relating to epidemiology. The OIE Council’s review
of policy on CCs would need to be considered in relation to the proposal regarding veterinary training.

It was agreed that the OIE International Trade Department and the OIE Technical and Scientific Department
would ensure coordination in the handling of this request.

Chapter 8.13. — Infection with Trichinella spp.

Dr Thiermann informed the meeting that the Code Commission had received many Member comments on the
revised Chapter 8.13. Dr Bonbon, who was an observer at the most recent meeting of the ad hoc Group on this
topic, explained the approach taken to the revision of Chapter 8.13., which now specifically addresses infection
with Trichinella species in addition to T. spiralis. The Scientific Commission noted this information.
Dr Thiermann advised that this topic continues to be of high priority for the Code Commission and that it would
review Member comments and provide guidance to a review by a new ad hoc group.
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Generic checklist on the practical application of compartmentalisation

Dr Briickner advised that the Scientific Commission had considered the comments provided by the Code
Commission and would provide a revised text in due course. Dr Briickner discussed the evaluation of sanitary
status when the compartment approved for a specific disease experienced an outbreak of another disease. Both
Commissions agreed that notification should be carried out in the same way had the outbreak happened
anywhere else in the country. However, the Scientific Commission proposed that the sequence of interventions
be managed differently in a compartment. The Scientific Commission proposed to decide on disease status after
an evaluation of the biosecurity measures in the compartment had been taken. Both Commissions agreed. The
Code Commission will check the proposed text so that it aligns with Terrestrial Code provisions and refer it
back to the OIE Scientific and Technical Department for publishing on the OIE website for information of
Member Countries.

Dr Thiermann stated that more specific guidelines on contingency planning are needed in this checkli} as the
application of these are critical in the recognition of the status of a compartment by importinyauntries.

B. ADOPTION OF THE AGENDA

B
C. EXAMINATION OF MEMBER COUNTRY COMMENTS AND WORK OF
RELEVANT EXPERT GROUPS

The Code Commission acknowledged the record number of Member @my comments received on texts
circulated after its September 2011 meeting, with a high proportion coming from the Latin American countries
and OIRSA. The OIE is committed to continuing to improve the<Spanish language edition of the Terrestrial
Code and so the participation of the Latin American countries in the standard setting process is particularly
appreciated. The large number of comments from the African Union-InterAfrican Bureau for Animal Resources
(AU-IBAR) was also appreciated. \

With reference to the many linguistic revisions to the Spanish edition of the Terrestrial Code proposed by the
Code Commission in response to the comments of Hispanophone Members, it was decided to present these text
modifications only in the Spanish version of this.report: The Commission noted that it had received a
significant number of Member Countries’ comments &concems on certain chapters revised by the ad hoc
Groups and had to spend considerable time to address these comments. The Commission considered that ad hoc
Groups should be given clearer guidance when undertaking their reviews. With this in mind, Dr Vallat was
asked to invite participation by a member of the Code Commission in the ad hoc Groups on classical swine
fever, peste des petits ruminants, bl&llosis and antimicrobial resistance.

tem1 General comme& of OIE Member countries
a) General%mments from Member Countries
b) C‘E stan(hrd setting procedures

Lacking time, these two items were carried over to the September 2012 meeting.

EU comment

The EU regretsthat its general comments wer e not addressed by the Code Commission
in its February 2012 meeting. With regardsto its September 2012 meeting, the EU
strongly suggests the Code Commission consider adding on itswork programmethe
drafting of an introductory chapter to the Code, which would includerelevant elements
detailed in the Foreword.

ltem 2 Horizontal issues

a) Restructuring of the Terrestrial Code Volume 2
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EU comment

The EU supportsthe proposed approach on therestructuring of Volume 2 of the
Terrestrial Code.

The approach proposed by the Commission on this issue is detailed in the section ‘A meeting
between the Code Commission and the Scientific Commission’ (above).

b) Development of the Terrestrial Code to address wildlife
addressing wildlife in the Terrestrial Code. Most comments were broadly supportive, although some

asked questions about how the policy would be applied and how ‘epidemiologically-significant’
would be determined. o

The Code Commission received comments from many Member Countries on the proposed Eolicy for

The Commission considered that this could only be done on a disease by disease basis, as discussed
at the joint meeting of the Code Commission and the Scientific Commission with Dr-Vallat.
y-

The Code Commission considered that the proposed policy represents a‘practical compromise. The
objective is to encourage reporting and the collection of relevant information on animal diseases,
including in wild animals, by establishing a framework with which' Member Countries can comply
under real-life conditions. The Commission recognised the need to maintain balance between the
various national priorities of Veterinary Services, for which disease surveillance is just one priority,
and disease reporting in wildlife a sub-set of this. To encourage transparency, it is important to avoid
generating trade bans or other practical problems as side&ts of reporting findings in wildlife
species which may have little significance for nationmgrammes for animal health and food safety.

In response to Member Countries’ requests.for explanations of how the policy would be applied in
practice, the Code Commission considered that this matter would need to be studied in light of
experience. Noting that many Terrestrial e chapters are currently under review, the Commission
decided to defer detailed consideration of Members' comments on the proposed wildlife policy until
after the 80th General Session:This would allow for consideration of several relevant amendments to
the Terrestrial Code, and outcomes of the proposed new listing criteria (should they be adopted) to be
factored into the discuss'&n.

In the meantime, Commission encouraged Member Countries to accept the proposed policy as a
practical basis on which to proceed.

EU comment’ \

The EU supportsthe proposed policy of the Code Commission on the development of
the Terrestrial Code to addresswildlife.

Iltem 3 Glossary
Comments were provided by Chile.

On the basis of discussion within the OIE regarding the lack of a definition for the term ‘infestation’
in the Glossary, even though the term ‘disinfestation’ is defined, the Code Commission drafted a new
definition of ‘infestation’ and amended the definition of ‘disinfestation’ as appropriate.

The amended Glossary, proposed for adoption, is attached as Annex III.

‘ EU position
\ The EU supportsthe adoption of the modified Glossary.
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Item 4

Chapter 1.2. Criteria for the inclusion of diseases and infections on the OIE List

The Code Commission reviewed comments from Argentina, Australia, Canada, Chile, the EU, Japan,
New Zealand, Norway, South Africa, Switzerland, the USA and regional organisations (AU-IBAR
and OIRSA).

The Commission strengthened the reference to WAHIS by including a reference to this in the revised
Article 1.2.1. The phrase ‘taking into account the animal health information notified in WAHIS’ was
removed from Article 1.2.1., subpoint 2, because the information in WAHIS should generally be
consulted, not only in seeking to specifically demonstrate disease freedom.

Based on the comments of two Member Countries, supported by the Scientific Commission, the Code
Commission deleted the phrase ‘excepting the situation where effective prevention a\control
measures are commonly used’. However, the Commission recommended that when‘examining the
current significance of morbidity or mortality of disease, the availability and common, use of effective
prevention and control measures be taken into account.

A comment of a Member Country on the criterion for the effect of diseases in:wildlife was not
supported. &

A Member Country’s comment on the criterion for emerging ases was.not supported because
emerging diseases typically present potentially significant (butéieally unclear) risks. This criterion
recognises uncertainty. The Commission did not agree thatthe human illness should be addressed in
the manner proposed by the Member Country, as the phrase ‘with evidence of zoonotic properties’
was considered to cover this point adequately.

A Member Country proposed to include a new point'6; ‘The disease has been eradicated globally but
is under surveillance for eventual reoccurrence’. The rationale for this modification related to the
need to keep rinderpest as a listed disease post-global freedom. However, the Code Commission was
confident that under criteria, 1 to 5, rinderpest woul@continue to be listed and that there was no need
to add new text to address this.

& 4

In Article 1.2.2., the Code Commission did not accept the recommendations of a Member Country,
supported by the Scientific Commission, to add the phrase ‘infectious pustular balanopostitis’ to the
name of the disease ‘infectious bovine rhinotracheitis/infectious pustular vulvovaginitis’ (IBR/IPV).
The Commission acknowledged that while balanopostitis is one of the clinical manifestations of
infection with bovine herpesvirus, the common name of the diseases is ‘infectious bovine
rhinotracheitis/inf&ous pustular vulvovaginitis’ and, therefore, the name is correctly stated in the
Terrestrial Code.

A Me?er Country proposed to list respiratory coronavirus. The Code Commission recommended
that th Mem‘t?& Country send appropriate information relevant to the disease listing criteria to the ad
hoc Group on Notification of Animal Diseases and Pathogenic Agents once the revised listing criteria
had been adopted.

The Commission agreed with Member Countries’ proposals on Article 1.2.2. and added the word

‘infestation’ where needed to cover diseases caused by screwworm and certain bee parasites.

The revised Chapter 1.2., proposed for adoption, is at Annex V.

EU position

The EU thanksthe Ol E and supportsin general the adoption of this modified chapter
and has some commentsinserted in the text of the Annex V.

The Commission was informed by the OIE Animal Health Information Department that telegram has
not been in use as a means of disease notification to the OIE and decided to revise Chapter 1.1., as
appropriately.
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The revised Chapter 1.1., proposed for adoption, is at Annex IV.

EU position

The EU supportsin general the adoption of this modified chapter and has one comment,
inserted in the text of Annex V.

Item 5

Animal health surveillance (Chapter 1.4.)

The Code Commission thanked Prof. MacDiarmid, who had made an editorial revision of the chapter
with the intention of correcting and clarifying the English text. After review, the Commission
confirmed that the scientific provisions had not been changed. The Commission removed the
reference to ‘compartment’ from point 1 (a) of Article 1.4.6. ‘historically free’ as the concept of
‘historically free compartment” was not considered to be meaningful, given the disease-specific
biosecurity management procedures which must be implemented and documented when designating a
compartment.

The revised Chapter 1.4., proposed for adoption, is at Annex VI. T

EU position

The EU supportsthe adoption of this modified chapter but hastwo.commentsinserted
in thetext of Annex VI.

Item 6

Import risk analysis (Chapter 2.1.) &

Comments were received from Argentina, Australia,\inada, Chile, the EU, New Zealand, South
Africa and OIRSA. The Code Commission also reviewed the comments provided by the USA on
Chapter 2.2. of OIE the Aquatic Animal Health Code (Aquatic Code), which were considered to be
relevant to the Terrestrial Code Chapter 2.1. p

The Code Commission noted that:Memiber Countries had supported the amendment proposed in
September 2011. Consistent with the approach agreed in September 2011, the Commission will make
the same amendment in other relevant parts of the Terrestrial Code as appropriate upon the adoption
of this chapter. \

The Code Commission also noted several more extensive amendments suggested by a Member
Country. However, because the Commission considered that these would not significantly improve
the current tﬁ and were already well covered by the OIE Handbook on Import Risk Analysis for
Animals.and Animal Products, the Commission did not accept these comments. A proposal to include
a new /diagram was not accepted because it illustrated a process different from that of the OIE and
used some terms not used by the OIE.

Theramended chapter, proposed for adoption, is at Annex VII.

EU position

The EU supportsthe adoption of thismodified chapter.

Iltem 7 Support for Veterinary Services
a) Evaluation of Veterinary Services (Chapter 3.2.)
Comments were received from the EU and Switzerland supporting the modification of the text.
The amended chapter, proposed for adoption, is at Annex VIII.

EU position
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The EU supportsthe adoption of this modified chapter and has three commentsto be
taken into consider ation by the Code Commission at its next meeting.

b) Communication (Chapter 3.3.)

Comments were received from the EU, Norway and OIRSA. The Commission also reviewed the
comments of Australia, Canada, the EU and New Zealand on the new draft Chapter XX of the
Aquatic Code, which were considered to be relevant to Terrestrial Code Chapter 3.3.

The comments of Member Countries on point 2 of Article 3.3.2. were not accepted, because the
Commission considered that the current text provides for the integration of veterinary expertise and
communication expertise in the veterinary services while giving sufficient flexibility.

Following a Member’s comment on point 4 (b) of Article 3.3.4., the Commission deleted “long-term
plan’ and clarified the text. r

The amended chapter, proposed for adoption, is at Annex IX.
G

EU position

The EU thanksthe OIE and supportsthe adoption of this ?dified chapter.

¢) Veterinary legislation (proposed new Chapter 3.4.)

Comments were received from the EU, Japan, New Zgaland, Norway, Switzerland, the OIE Animal
Production Food Safety Working Group (APFSWGQG), the ctariat of the Codex Alimentarius
Commission (CAC), the Secretariat of the WTO SPSQmmittee, and OIRSA.

The Commission reviewed the report of the ad hoc Group on Veterinary Legislation, which met in
January 2012. The Commission endorsed the work.of the ad hoc Group and made some comments
and modifications to the draft Chapter.3.4., in response to Member Countries’ comments, as
described below. Q

In response to a Member Country which opposed the inclusion of this new chapter in the Terrestrial
Code, the Code Commission stated that the OIE fully appreciates the diverse conditions that exist in
OIE Member Countries.wwever, Member Countries have asked the OIE to provide standards on the
fundamental elements to be covered in veterinary legislation. At the request of Member Countries,
the OIE is already undertaking missions on veterinary legislation as a follow-up to an initial
evaluation mission under the PVS Pathway. Standards on veterinary legislation will be used as the
reference point in'these missions. These standards can also be used to help Veterinary Services (VS)
in devzoping countries convince governments and donors of the need to modernise legislation and
harmonise it \ith the international standards as a fundamental aspect of VS competency and
governance.

In response to a Member Country’s comments that it was not the OIE’s role to define legal terms, the
Code Commission considered that some terms used in the chapter needed to be defined to aid
understanding and noted that the phrase in Article 3.4.2. ‘for the purpose of this chapter’ makes this
clear.

On Article 3.4.11. (Veterinary medicines and biologicals), the Code Commission agreed with the ad
hoc Group’s recommendation that the Terrestrial Code terminology on veterinary medicines and
biological products (variously referred to as veterinary products, pharmaceutical products, etc.)
should be reviewed for consistency and consideration given to defining key terms. The OIE
International Trade Department undertook to report to the Commission’s September 2012 meeting on
this topic.

Dr Kahn informed the Commission that the OIE had received rather detailed comments from the

FAO legal offices (LEGN-AGN) on the draft text after the meeting of the ad hoc Group. The
Commission asked the ad hoc Group to review these comments at its next meeting.
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The revised text of the new Chapter 3.4., proposed for adoption, is at Annex X.

EU position

The EU thanksthe OIE and supportsin general the adoption of this new chapter but
has comments, some of which should be taken into account befor e adoption.

Indeed, the EU supportsthe adoption of this new chapter 3.4. on veterinary legislation
and itsinclusion in the OIE Terrestrial Code, aslong asthisrepresentsareal help for
Membersand will not be used to create unjustified barriersto trade.

Item 8

The report of the ad hoc Group is at Annex XXX for information. \

-~

Semen and embryos e

a) Collection and processing of bovine, small ruminant and porcine semen.(Chapter 4.6.)
) a
The Code Commission reviewed comments from Chile, the EU and Australia.

The recommendation of a Member Country to make new proviés on equine semen was noted and
tentatively added to the Commission’s work programme. The Commission-noted that if this proposal
for new work is supported by Member Countries, the Scientific.Commission would be asked to
convene an ad hoc Group on the topic. The Commission also noted that it would be preferable to
develop a new chapter on equine semen, in order to id <introducing further complexity to
Chapter 4.6., and in light of the fact that the equine artificial insemination industry may be quite
different from that covered in Chapter 4.6.

A Member Country’s recommendation to add ‘prgducing semen for international distribution’ to
Article 4.6.1. was not accepted, because. the term ‘artificial insemination centres’ is defined in the
Glossary and the usage in this artigle is basedon the definition.

The entire chapter was modified by deleting ‘mucosal disease’, as bovine viral diarrhoea is the name
of the listed disease given in Chapter 1.2.

Based on the rationale given by Member Countries, the Commission modified the text of
Article 4.6.3. to.require that animals, but not semen, be tested for maedi-visna and caprine arthritis

encephalitis. g

b) C’llectioxand processing of in vivo derived embryos from livestock and horses (Chapter 4.7.)
The Commission reviewed comments from Chile, the EU, the USA and the IETS.

In response to a comment from a Member Country and the IETS, the Commission added equine viral
arteritis to the Category 4 diseases in Article 4.7.14., as recommended by the IETS Regulatory Sub-
Committee (report dated January 2012).

In response to a request from the IETS Regulatory Sub-Committee to retain the IETS categorisation
of diseases and pathogenic agents without modification, the Code Commission modified
Article 4.7.14. indicating that the categorisation is based on IETS recommendations and clearly
identifying unlisted diseases, as ‘not an OIE listed disease’.

The amended Chapters 4.6. and 4.7., proposed for adoption, are at Annex XII.

‘ EU position
\ The EU thanksthe OIE and supportsthe adoption of these modified chapters.
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ltem 9 OIE procedures relevant to the WTO SPS Agreement (Chapter 5.3.)

The Commission reviewed the revision of Article 5.3.1. (Obligations of WTO Members) proposed by
the ad hoc Group on veterinary legislation in response to concerns raised by the Secretariat of the
WTO SPS Committee. The Commission noted that the obligation of notification was for WTO
Members only, and that not all OIE Member Countries are WTO Members. The Commission revised
the proposed text for better alignment with the obligation in the WTO SPS Agreement.

The revised Chapter 5.3., proposed for adoption, is at Annex XIII.

EU position
The EU supportsthe adoption of this modified chapter.

Item 10 Salmonellosis
y

a) Biosecurity procedures in poultry production (Chapter 6.4.)

The Code Commission reviewed this chapter, taking into account comments from the EU and Peru
and made some amendments, as appropriate.

The Code Commission agreed with a Member Country’s comment to add a reference to the Codex
‘Guidelines for the Control of Campylobacter and Salmonella in chicken meat (CAC/GL 78-2011)’
in Article 6.4.2.

Following a Member Country’s comment, a new sub—point&vas added to Article 6.4.5., point 2,
reading ‘All equipment should be cleaned and sanitiz@efore eing taken into a poultry house’.

The amended Chapter 6.4., proposed for adoption, is attached at Annex XIV.

EU position ~
The EU thanksthe OIE and suppoﬁsthe adoption of thismodified chapter and hasone
comment.

TheEU reiteratesitsformer.comment that the Code should have an introductory
chapter including somepart of the Foreword, so that this Chapter 6.4. (and others)
would not be used asunjustified barriersto trade.

b) Cross r&rence to Chapter 6.4. in Article 13.2. (Rabbit haemorrhagic disease)
Comrr’nts were received from the EU, supporting the proposed amendment.

The amended Chapter 13.2., proposed for adoption, is attached at Annex XV.

EU position
TheEU supportsthe adoption of thismodified chapter.

Item 11 Antimicrobial resistance

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

Comments were received from Canada, the EU, Mexico, NZ, Norway, Switzerland and the USA.
The Code Commission noted that the ad hoc Group on Antimicrobial Resistance had reviewed most
but not all Member Country comments and provided relevant technical advice on them. The

Commission reviewed the report of the ad hoc Group and those Member Countries’ comments that
had not been addressed by the ad hoc Group.
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Based on the ad hoc Group report and following Member Countries’ comments, the Commission
modified the text as appropriate.

In response to a Member Country’s request for clarification on the inclusion of a table and a reference
to a journal article in Article 6.7.3., the Commission deleted the reference, as this was considered to

be background information and inappropriate in a Terrestrial Code chapter.

The Commission referred to the ad hoc Group a Member’s request to modify Article 6.7.3.,
subpoint 6 (a ii).

The revised Chapter 6.7., proposed for adoption, is at Annex XVI.

EU position

The EU thanksthe OI E and supportsthe adoption of this modified chapter.and has
some commentsinserted in thetext of Annex XVI.

b)  Monitoring of the quantities of antimicrobials used in animal husbandry (Chapter 6:8.)
y
Comments were received from Canada, the EU, Mexico, New Zealand, Norway and Switzerland.

The Commission reviewed the report of the ad hoc Group on<antimicrobial resistance and amended
the texts taking the recommendations of ad hoc Group into consideration.

The revised Chapter 6.8., proposed for adoption, is at Annerll.

EU position T,
The EU thanksthe Ol E and supportstheadoption of this modified chapter.

4
In order to better harmonisethe Terrestrial and Aquatic Codes and to make economies
of scale, the EU encour agesthe OIE to have?single ad hoc Group dealing with both the
Terrestrial and Aquatic Codeson thismatter.

¢) Responsible and pr%:nt use of antimicrobial agents in veterinary medicine (Chapter 6.9.)

Comments were received from-Argentina, Australia, Canada, Chile, the People’s Republic of China,
Cuba, the EU, Mexico, New Zealand, Switzerland, the USA and AU-IBAR.

The C mmi&)n noted the extensive comments received after the ad hoc Group meeting in
Decenzer 2011 and referred these back to the ad hoc Group for advice.

EU comment

The EU thanksthe OI E and hopesthat its commentswill be taken into account by the
ad hoc group.

d) Risk assessment for antimicrobial resistance arising from the use of antimicrobials in animals
(Chapter 6.10.)

The Commission noted the report of the ad hoc Group on Antimicrobial Resistance had revised
Chapter 6.10., which had been approved by the Scientific Commission.

The revised Chapter 6.10., for Member Country comment, is attached at Annex XXXI.

EU comment

The EU thanksthe OIE and will send comments on this chapter by 2 August 2012.
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Iltem 12 Zoonoses transmissible from non-human primates (Chapter 6.11.)
The Code Commission reviewed the revised chapter provided by the Scientific Commission in
September 2011, taking into account comments from the ad hoc Group on the Welfare of Animals

used in research and education, and made some amendments to the text as appropriate.

The revised Chapter 6.11. for adoption is at Annex XVIII.

EU position

The EU can support the adoption of this modified chapter on the condition.that its
comment asto CITESinserted in thetext of Annex XVI11 istaken into account.\

.

Further comments are inserted in the text of Annex XVIIIl asto a referenceto Article
7.8.7 on use of purpose bred non-human primates and the entries for." T‘l‘l\berculosi§' in
thetables. y

Item 13 Animal welfare (
a) Draft new Article 7.1.4. Animal welfare and livestock production systems — guiding principles

Comments were received from Australia, Canada, Chile, Chinese Taipei, Colombia, the EU, Japan,
New Zealand, Peru, Switzerland, Uruguay and the USA as as two regional organisations (AU-
IBAR and OIRSA) and a NGO (ICFAW). \

In addition to commenting on the new draft Article 7.1.4, the Code Commission noted that several
Member Countries had recommended modificationsto the established Articles 7.1.1. to 7.1.3.

On Article 7.1.1., the Commission did not agrR to change ‘care’ to ‘management’ as this last word is
included in ‘husbandry’. Regarding a Member Country’s comment on the addition of the words
‘appropriate and timely’ it was decided to add ‘appropriate’” which includes the concept of
timeliness. \

On Article 7.1.2, the Commission did not agree with a Member Country’s suggestion to include a
reference to the Farm Animal Welfare Committee (FAWC) in point 2 because the concept of the
‘intemationa&aocepted 5 freedoms’ has been in the Terrestrial Code for several years and the
Commission did not consider it appropriate to now introduce a reference to FAWC.

Following a Member Country’s comment, the Commission replaced the word ‘science’ with
‘research’in-point 5 of Article 7.1.2.

Regarding a Member Country’s comment on the inclusion of the word ‘health’ in point 8§ of
Article 7.1.2., the Commission did not accept the inclusion and explained that there are two broad
sets of performance criteria; namely, those that are based on outcomes for the animal, and those based
on the design of the production system, also known as design-based criteria.

Following several Member Countries’ comments, the Commission added ‘should always take into
account’ before ‘health and welfare of animals’ in point 1 and deleted the word ‘genetically’.

Following several Member Countries’ comments, the Commission modified point 2 to read ‘so as to
minimise the risk of injury and transmission of diseases...’.

Following Member Countries’ comments, point 4 was modified by adding ‘be managed to allow
positive social behaviour and minimise injury, distress and chronic fear’ and point 5 was modified to
read ‘Air quality, including temperature and humidity, in confined spaces....".
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Following Member Countries’ comments, in point 6, the words ‘serious or’ were removed and
“productivity’ introduced in place of ‘vigour’.

The Commission noted a recommendation from a NGO but did not accept the proposed inclusion of a
new point 6A. While it agreed on the need for production systems to avoid ill-health, pain and injury,
it considered that this point was well addressed through the ten points in the draft Article 7.1.4.

Following Member Countries’ comments, in point 7, the words ‘and controlled’ were added after
‘prevented’ and ‘economic constraints’ was deleted from point 8.

In point 9, the only modification made was to clarify the ‘human-animal relationship’.

Most of the comments submitted by Member Countries were addressed and some_were ially
addressed in those situations in which opposing recommendations from Members Countries could not
be totally reconciled. ’ =

The revised Chapter 7.1., proposed for adoption, is at Annex XIX. Ry,
A

EU position

The EU thanksthe Ol E and supportsthe adoption of this gﬂified chapter.

b) Animal welfare and beef cattle production systems (draftnew Chapter 7.X.)

Comments were received from Australia, Canada, Chile, &EU, Japan, New Zealand, Norway,
South Africa, Switzerland, Uruguay, the USA, awional organisation (OIRSA) and a NGO
(ICFAW).

The Commission greatly appreciated the disciplinetﬁvork of the ad hoc Group, which had addressed
the multiple and diverse comments of Me Countries and produced a much simpler and clearer
text. The Commission considered. all' Member Countries’ comments carefully and made some
amendments to the text. In“its review, the Commission noted that many Member Countries’
comments, if accepted, would have introduced excessive detail into the text. Modifications were
made only where the Commission considered that they would improve the text significantly. As most
of the comments wereor&xor, in“terms of the substance of the draft, the Commission was of the
opinion that the drﬂshould be submitted for adoption at the 80th General Session

Following several®Member Countries’ comments on Article 7.X.2., the Code Commission clarified
the scope-by replacing the words ‘on-farm’ by ‘welfare’ and by deleting the second sentence.

The Commission did not agree with a Member Country’s recommendation to include the word
‘housing’ and'a new definition for ‘Intensive grazing’ as it considered that these modifications were
unnecessary.

“In response to the comment of a NGO on the need to take resource-based criteria into account, the
Commission added a sentence to address this concern.

In order to address several Member Countries’ comments with which the Commission agreed, some
modifications were made to point 1 of Article 7.X.4., taking care to maintain a clear and simple text.

The Commission did not agree with a Member Country’s recommendation to move the paragraph on
post-mortem examination to the point on ‘Mortality’, as it considered that the point was correctly
placed.

The Commission did not agree to add ‘the presence of endoparasites’ to point 6, bullet 1, as suggested
by two Member Countries, as the concept of physical observance of endoparasites was not considered
to be meaningful.
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Several Member Countries recommended deleting ‘depression’ from the list in point 6 ‘Physical
appearance’ as this trait is more accurately described as an attribute of behaviour. The Commission
agreed and moved ‘depression’ to point 1 ‘Behaviour’.

The Commission modified the terminology used for restraining boxes in Article 7.X.4., point 7,
(‘Handling responses’) and, in accordance with a Member Country’s comment, included the word
‘slipping’ under point 7, bullet 3.

Notwithstanding several Member Countries’ comments, the Commission did not agree to remove the
word ‘percentage’ as this was considered to be correct.

Following the comments of several Member Countries on Article 7.X.4., point 8, the Commission
amended the text but did not add any new bullets to this point. K

.
Following the recommendations of several Member Countries to modify Article’7.X.5. to improve
the language in both Spanish and English, the Commission made appropriate amendments.

The Commission modified and simplified the text in Article 7.X.5., point 1 (B} ‘Animal health
management’ to make it less prescriptive.

Following comments from several Member Countries on ArtiﬁX.S., point 2, ‘Environment’, the
Commission made appropriate amendments to the text. The Commission'did not accept a Member’s
recommendation to include ‘shelter’ in this point as it did not consider ‘shelter’ to be pertinent in
extensive farming systems.

In relation to a comment on ammonia, the Co issior&erred the Member Country to the
explanation provided in the ad hoc Group’s report w was included as Annex XII to the report of
the Code Commission’s September 2011 meeting.

The Commission did not accept a Member Count?y’s proposal to make reference to the level of
haemoglobin under Article 7.X.5,, point (¢), “Nutrition’, as it considered that such level of detail is
too prescriptive. R

A Member and a NGO recommended against the use of fully slatted floors and one Member
commented that rubber-coated slats were preferable to wood or concrete. The Commission
considered this to be an excessive level of detail and referred concerns on this point to the report of
the ad hoc Group. ‘

In response to. Member Countries’ comments the Commission modified the text on the mixing of
hornedind non-horned cattle in Article 7.X.5., point 2 subpoint (g), ‘Social environment’.

The Commission did not agree with the comment of a Member Country on the need to include
‘outdoor areas’ in Article 7.X.5., point 2 sub-point (h), ‘Stocking density’, as it considered that this
was effectively covered in point (f) ‘Flooring, bedding, resting surfaces and outdoor areas’.

“Following Member Countries’ comments on point 3 of Article 7.X.5. ‘Management’, the

Commission agreed to replace the word ‘ability’ by ‘instincts’ under point (a) ‘Genetic selection’, and
to replace ‘operator’ by ‘handler’ under point (b) ‘Reproductive management’.

Regarding a NGO’s comment on the use of double muscled animals in point (b) ‘Reproductive
management’, the Commission considered that this issue was already addressed in the text and in the
list of identified outcome-based measurables.

Concerning a Member Country’s comments on point (c¢) of Article 7.X.5.3. ‘Colostrum’, the
Commission did not agreed to reduce the hours from 24 to 6, as it was not considered achievable by
all OIE Members. The Commission also noted that the authority cited for such a change was a
document on intensive veal calf production and veal production is specifically excluded from this
Chapter. Regarding the modification suggested by a Member Country on the outcome-based
measurable for the same point, the Commission decided that a reduction in the weight is indeed a
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change in weight and therefore decided not to change the text and keep it as already defined in
point 4) of Article 7.X.4.

In order to address Member Countries’ comments on point (d) ‘Weaning’ of Article 7.X.5.3., the
Commission agreed with the provided rationale, and made minor changes in the text.

Regarding Members’ comments suggesting to modify the text of the first paragraph in point e)
‘Painful husbandry procedures’ of Article 7.X.5.3., the Commission, after a thorough discussion, and
taking into account the comments of the ad hoc Group on this point, deleted ‘Where possible’
because it considered that this phrase did not make a useful contribution to the paragraph. The
Commission did not accept the recommendation to remove the word ‘or’ from the last sentence of
paragraph one.

In response to several Member Countries’ comments on point (¢) ‘Painful husbandry proee}res’ of
Article 7.X.5.3., the Commission states that this point merely lists examples ofyinful procedures
and that there is no intention to suggest a hierarchy of preferable methods.

The Commission agreed to delete specific names of the method of castration given.in'the brackets,
i.e. ‘knife’, ‘banding or ringing’ and ‘Burdizzo operation’ as suggested by a Member Country leaving
the text making only reference to ‘and disruption of the spermatic cord”.

The Commission did not agree with a Member Country’s rec@endation to advance the deadline
for castration to six months.

Following a Member Country’s comment on point (v) ‘Identification’, the Commission agreed with
the provided rational but considered that the text should n& into details and should be kept as

simple as possible. \

Several conflicting comments from Member Countries were received on point (f) ‘Handling and
inspection’, but the Commission decided to leave‘he text of the first paragraph unchanged. The
Commission accepted a recommendation to.add a:sentence referring to the number of animal handlers
to ensure animal health and welfare. On the same point and regarding a Member Country’s comment
on the inclusion of ‘a veterinarian’ in paragraph 4, the Commission considered that the last sentence
of the paragraph already covers that issue.

The Commission did n(&gree with Member Countries’ comments recommending the addition of
text in paragraph 5; as it was considered that even if an animal is experiencing severe and lasting
pain, treatment could be an alternative to killing.

The Commisgn decided not to accept the inclusion of the word ‘vocalisation’ under the list of
outcome-based measurables, as suggested by a Member Country, because it was considered to be
already covered in ‘behaviour’.

Regarding Member Countries’ comments on point (h) ‘Emergency plans’, the Commission
considered that the proposed text did not improve the content; however a few amendments were made
“.to address other Member Countries’ concerns.

Following Member Countries’ comments on point (i) ‘Location, construction and equipment’, the
Commission made some changes in the title and in the text to better describe certain structures in the

three official languages.

Under point (j) ‘Humane killing’, the Commission decided not to include a new point, as suggested
by a Member Country, as it considered that all significant points were already covered.

Conclusions
Based on the support expressed by most Member Countries, the Commission decided to submit the

draft chapter for adoption. However, the Commission did not have time to make a detailed review of
the many comments submitted by Members on the tables in Article 7.X.5.
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The Commission decided to review comments on the tables in September 2012. The Commission
decided that the tables would not be included in the chapter because this represents too much detail.
Once Members’ comments had been reviewed, the tables will be placed on the OIE website for
guidance to Member Countries. Noting that this approach breaks with the approach in other chapters
in Section 7, the Commission invited Members to advise if they wish to see a similar approach taken
to other animal welfare texts.

The Commission agreed with a Member Country’s recommendation to improve the structure of the
chapter and asked the OIE International Trade Department to propose a new structure presenting the
text in short articles and paragraphs once the chapter has been adopted. The OIE International Trade
Department will undertake to provide a report to the Commission in September 2012.

The draft new Chapter 7.X., proposed for adoption, is at Annex XX. \

—

EU position

: . : . "
The EU thanksthe OIE for taking a majority of its commentsinto account and can
support the adoption of this new chapter. However, the EU asksthe OI E to consider a
few amendmentsto thetext asindicated in Annex XX.

¢) Model veterinary certificate for international trade in laboratory animals (Proposed as
Chapter 5.13.)

The Commission accepted a Member Country’s suggestion to include ‘ferrets’ in the list of animals
included in the scope of this chapter. o

Comments were received from the EU, Chile and the - USA.

The Commission noted a MembegCountry’minment pointing out the URL given in Boxes 5 and 7
was not functional. The Commission decided to modify the text in these boxes to align with
Chapter 5.10.

Regarding the inclusion&‘the name and contact details of the person responsible for each stage of
the journey’ in Boex 1.12, the.Commission did not agree to include the sentence as suggested, but
rather made reference to the ‘name and contact detail of an emergency contact person’.

The Commis&n did not agreed to add ‘when appropriate’ in Box 1.20 as suggested by a Member
Country as the box makes reference to ‘Identification system’ not ‘individual identification’ as
mentioned in the rationale provided.

Regarding a Member Country’s comment on Box 1.17 and point 3 ‘Part II. Classification of Pathogen
Free Status’, the Commission did not agree to amend the existing text as it was considered that the
current wording was correct.

The draft new Chapter 5.13., proposed for adoption, is at Annex XXI.

EU position

The EU thanksthe Ol E and supportsthe adoption of this new chapter.

d) Use of animals in research and education (Chapter 7.8)

Comments were provided by Canada, the EU, New Zealand, Switzerland, the USA and a NGO
(ICFAW).
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Comments were received on the entire chapter but, due to time constraints, the Commission limited
its review to the draft new Article 7.8.10. ‘“Transportation’. The comments received on other articles
will be addressed at the Code Commission’s meeting in September 2012.

Following Member Countries’ comments on the need to make cross references to other chapters in
Section 7, the Commission added an appropriate sentence.

In order to address a Member Country’s comments on contingency planning, the Commission
included a text referring to the nomination of an emergency contact person in Article 7.8.10. and in
the related text of Chapter 5.13. (Box 1.12 of the model veterinary certificate).

The Commission did not agree with a statement of a Member Country discouraging the international
transport of laboratory animals and instead referred Member Countries to the OIE/IATA ussion
paper on the transport of  animals used in research and education
(http://www.oie.int/ﬁleadmin/Home/eng/AnimaLWelfare/docs/pdf/Others/IATA/EG TATA paper

2009.pdf).

The Commission agreed with a Member Country’s proposal to include ‘or other competent person’
under point 3 (c). 5

In response to a Member Country’s comment on point 4, the Commission added the heading
‘Delivery’ and moved this paragraph to a new point 6. Also under point 4, sub-point (c), the new sub-
point 6 (c¢) was amended according to a NGO’s comment.

The Commission disagreed with a Member Country’s request to.add a reference to disinfection on
arrival as it considered that it was out of the scope of Chap .8., which addresses animal welfare
and not disease prevention, consistent with the appro;%aken in other chapters on animal welfare.

The Commission, as in previous years, received many comments on existing text (Chapters 7.2 to
7.7). The Commission did not have time to consider all comments in detail and considered that the
priority was to address the extensive comments on new texts that would be proposed for adoption in
May 2012. In addition, at its September 2012 meeting the Commission will consider modifications to
the structure of the chapters in Section 7 and the implications of removing tables containing detailed
information from the Code -‘see comments on Chapter 7.X in this report. The Commission decided to
hold the comments on Chapters 7.2 to 7.7 for future consideration.

The revised Chaptt< .8., proposed for adoption, is at Annex XXII.

EU position s

The EU Wisr“s to thank the OIE for its efforts to introduce a new Article 7.8.10 on
transportation. of animals used for research and education under Chapter 7.8 and
recognises.that some of the EU comments were incorporated in the proposed text for
adoption. However, the EU regrets that three comments of importance were not taken
into account.

The EU would like to support the adoption of this modified chapter provided that the
EU comment on the introductory paragraph of Article 7.8.10 istaken into account. If a
specific reference is made to the requirements under Chapters7.3. and 7.4., it isequally
necessary to highlight the genuine need for an exemption to these. In exceptional cases,
there may be justifiable reasons to transport animals whose fithess for transport is
compromised due to the scientific procedures that they are intended for. This hasto be
acknowledged and specific attention paid to the needs of these animals.

e) Work programme of AWWG
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The Commission provided advice on the work programme, as requested by the AWWG. The
amended work programme, for information and comment of Member Countries, is at annex XXXII.

EU comment

The EU commendsthe AWWG for itswork donein the cour se of the past year and
supportsits proposed amended work programme.

Iltem 14 Aujeszky’s disease (Chapter 8.2.)

Comments were received from Australia, the EU, Switzerland and the USA.

Following a Member Country’s comment, the Commission modified the title of the %ter to
‘Infection with Aujeszky’s disease virus’. g
o

The Commission did not agree with a Member Country’s recommendation to delete references to
captive wild pigs from this chapter, as this text had been adopted at the 79th General Session. The
Commission did, however, consider the Member Country’s comment and amended the text by adding
‘which are under direct human supervision or control’, in order to clarify the definition of captive
wild pigs for the purpose of the Terrestrial Code.

Following a Member Countrys’ comments on the Note attacheg; Atticle 8.2.11., the Commission
added an introductory text.

The revised Chapter 8.2., proposed for adoption, is at Annex@ll.

EU position

The EU thanksthe Ol E and supportsthe adoption of this modified chapter.

Item 15 Bluetongue (Chapter 8.3.)

Sy

Comments were received from-Chile, the EU, Norway, Switzerland and the USA.

Following a Member (glvntry’s comment, the Commission changed the title of the chapter to
‘Infection with bluetongue viruses’

The Commission r&n‘ed to the Scientific Commission a Member Country’s request for a clear case
definition, including the definition of epidemiologically significant susceptible species, with
reference to &Various serotypes and their specific epidemiology.

The C‘mmissi%’n did not recognise a need to clarify Article 8.3.1, paragraph 4, as requested by a
Member Country, specifically with reference to the word ‘adjacent’, by adding the phrase ‘relevance
of ecological or geographical features likely to interrupt the transmission of BTV’. The Commission
noted that the Oxford English Dictionary states that ‘adjacent’ means: ‘next to or very near to
something else; neighbouring; bordering, contiguous; adjoining’ and the word is used in this sense in
the text.

In reply to a Member Country’s comment, the Commission advised that the proposed text under
Article 8.3.15., point 1, does not imply a need for facilities that are not involved in international trade
to meet these conditions.

The Commission referred a Member Country’s comment on Article 8.3.19. to the Scientific
Commission for advice.

The Commission referred a Member Country’s request for reference to serological surveillance
methods and a Member Country’s comment on serogroup analysis to the OIE Biological Standards
Commission (Laboratories Commission) for advice.

The Commission considered that this chapter should not be further revised until such time as new
scientific evidence or trade problems warrant.
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Iltem 16 Zoonotic parasites
a) Trichinellosis (Chapter 8.13.)

Comments were received from Argentina, Australia, Canada, the EU, Japan, New Zealand, Norway,
Switzerland and the USA, as well as OIRSA.

The Commission agreed with Member Countries which commented on the importance of the OIE
working in close collaboration with the Codex Alimentarius Commission. The OIE has participated
in meetings of the Codex Working Group on the Proposed Draft Guidelines for Control of Specific
Zoonotic Parasites in Meat: Trichinella spiralis and Cysticercus bovis, which is developing guidelines
on the control of these parasites in meat.

Dr Kahn informed the Commission that the OIE continues to work with the CAC Secretariat to
encourage the development of complementary standards. At the coming meeting® of-the Codex
Committee on General Principles (CCGP) (2—6 April 2012), the OIE would make a-propesal for the
OIE and CAC to aim also for ‘mutual recognition’ of standards. The current;work of the OIE on
zoonotic parasites and previous work on salmonellosis is entirely consistent with these approaches. In
addition to the CAC Secretariat, the joint chairs of the Codex Working Group would.beinvited to the
next meeting of the OIE ad hoc Group on Zoonotic Parasites. The Commission endorsed this
approach.

In light of several Member Countries’ comments and conce({che Commission advised that the
objective of this chapter is to recommend measures to mitigate human-health risks arising from
Trichinella spp., as appropriate to the country and production sector.

The Commission agreed on the need to consider the review of thetext very carefully, as the revised
Chapter 8.13 will be used as a model for other chapters on zoonotic diseases.

The Commission noted that the disease listed as\otiﬁable is ‘trichinellosis’. Therefore, all
Trichinella species should be considered,.as well as the associated risk management measures. The
Commission noted that trichinellosis is not contagious and does not cause disease in animals. The
management of the human health risk posed by trichinellosis can be largely based on biosecurity and
feeding practices on-farm, rather than measures:to inactivate the specific agent in meat. Therefore, the
inclusion of other species of Trichinella in the chapter need not lead to major difficulties in
formulating recommendations; the biosecurity management that protects pigs from acquiring
infection with Trichinella 'spiralis 'should also protect them from infection by other Trichinella
species such as T. britovi, etc.

Because of the l(& sensitivity of available tests, individual testing is not a good tool in low
prevalence conditions as has been shown by ample historical data and categorising herds as
‘trichinella ’_on the sole basis of testing is probably not feasible. However, good biosecurity and
management practices could be recommended which would allow herds to be classified as ‘negligible
risk’ and this, kiken together with historical data, could ensure negligible risk at herd or zone level.
For herds in production systems in which appropriate biosecurity measures could not be applied (for
example, backyard and so-called ‘free range’ production), the risks could be managed after slaughter,
using testing or treatment.

The Commission considered that the principal aim of this chapter should be to provide
recommendations on the determination and management of risk in domestic pigs and horses.

The Commission sent Member Countries’ comments to the ad hoc Group for consideration, taking
into account the guidance provided above.

EU comment

The EU thanksthe OIE and hopesthat its comments will be taken into account by the
ad hoc group.

b) Echinococcosis/hydatidosis (revised Chapter 8.4.)
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The Code Commission reviewed the report of the ad hoc Group on Zoonotic Parasites, noting the
extensive comments provided by Member Countries and the significant difference in the lifecycles of
these two pathogenic agents. The Commission endorsed the separation of the original text into two
separate chapters, i.e.: Chapter 8.4. — Infection with E. granulosis and Chapter X.X. — Infection with
E. multilocularis. The Commission made some text modifications for editorial purposes.

The revised Chapter 8.4. and the proposed draft Chapter X.X. are at Annex XXXIII for Member
Country comment.

‘ EU comment

‘ The EU thanksthe OIE and will send comments on this chapter by 2 August 202%

Item 17

The report of the ad hoc Group is attached as Annex XXXIV for information.
p

Foot and mouth disease (FMD)

a) Revision of Chapter 8.5. y o

Comments were submitted by the EU and AU-IBAR.

The Code Commission noted that further advice would be provided by the Scientific Commission.

b) FMD Questionnaire (Chapter 1.6.)

Following the advice of the Scientific Commlssmw Commission made minor amendments to
Chapter 1.6.

The revised chapter, for adoption, is at Annex XXIV."

EU position X

The EU supportsthe adoption of thismodified chapter and hasa comment inserted in
thetext of Annex XXIV.

Item 18

Rabies ‘

a) Rabies Qlapter 8.10.)

Comn'nts we& received from Australia, Chile, the People’s Republic of China, Chinese Taipei, the
EU, Japan, New Zealand, Norway, the USA and two regional organisations (AU-IBAR and OIRSA).

The Code Commission reviewed all comments, taking into account the Scientific Commission’s
comments on scientific issues raised by Members.

The Commission and the Scientific Commission agreed that a Member who requested access to
supporting documents should make reference to comments in the ad hoc Group report of April 2011.

A Member Country’s recommendation to make reference to birds in Article 8.10.1. was not accepted.
While birds may very rarely be infected, this article is prefaced: ‘For the purpose of the Terrestrial
Code’. This means that the key points relevant to the Terrestrial Code are covered in this article and
inclusion of the reference to birds is not warranted.

The Code Commission and the Scientific Commission did not accept a Member Country’s
recommendation for the word ‘species’ to be removed from ‘Rabies virus species’. The correct
nomenclature is Rabies virus according to the International Committee on the Taxonomy of Viruses;
see http://ictvonline.org/virusTaxonomy.asp?version=2009
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Point 3 of Article 8.10.1. was not modified because the Commission considered the text to be clear
and did not recognise any conflict with the definition of infective period in the Glossary.

On Article 8.10.2., the Commission carefully reviewed Member Countries’ comments. The
Commission reiterated its view that in determining the rabies status of a country, the key issue is
findings of rabies virus infection in species in the Orders of Carnivora and Chiroptera. Thus, the
finding of Rabies virus infection in a species other than a one that is a member of these two Orders
should not result in the loss of rabies free status of a country.

Following a Member Country’s recommendations, the word ‘reservoir’ was removed from point 5 in
this article.

The comment of a regional organisation was accepted and a new point added to Article 1, which
states that ‘For the purposes of the Terrestrial Code... a country that does not fulfil the requirements
in Article 2 is considered to be infected with Rabiesvirus’. e

Member Countries’ comments on the need for permanent identification were not accepted because
this is already covered in Article 5.11. (International veterinary certificate for.dogs and cats
originating from rabies infected countries). &

The Commission did not follow a recommendation of the Scientific Commission to delete point 2
(‘were permanently identified and their identification number<stated in.the certificate’) because this
point was considered to be important and the text to be clear:

Following Member Countries’ comments, supported by the Scientific Commission, Article 8.10.5.,
point 3, was modified to reflect the need for both the use an production of the vaccine to accord
with provisions in the Terrestrial Manual. \

In response to a Member Country’s comment, the Commission advised that all significant changes in
Chapter 8.10. are based on the recommendations of ﬁe ad hoc Group, which are available on the OIE
website
(http://www.oie.int/ﬁleadmin/HoQe/eng/lnté&tiona_standard_Setting/docs/pdf/SCAD/A_SCAD_A
ug-Sept2011.pdf).

Following a Member Country’s recommendation, point 3 (a) of Article 8.10.6. was modified to
improve clarity.

The same change l&e in Article 8.10.5. was introduced in point 3 (b) of Article 8.10.6.

On Article &).8., the Commission reviewed Member Countries’ comments and the Scientific
Commission ag\lf)ice regarding clarification of the use of the word ‘wildlife’ but finally recommended
that no changes be made.

The Commission did not accept a Member Country’s proposal to add a new clause on vaccination in
the certification provisions of Article 8.10.8. as the rabies status of wildlife is unknown; the proposed
“requirement (separation for six months prior to shipment) was considered by both Commissions to be
appropriate.

b) Chapter 5.11. (Revised model certificate)

Comments were received from the People’s Republic of China, the EU, New Zealand, the USA and
OIRSA.

The Code Commission reviewed all comments, taking into account the Scientific Commission
comments on scientific issues raised by Members.

Following a Member Country’s comment, the title of this chapter was amended by adding ‘for
international movement of” after Model veterinary certificate, to be consistent with Article 5.12.
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Several Member Country comments were not accepted as they were inconsistent with
recommendations in Chapter 8.10.

In response to a Member Country which commented that the certifying veterinarian is not always the
person who vaccinates or takes blood samples from the animal, the text in points (iv) and (v) were
amended to clarify that the certifying veterinarian should have ‘seen evidence’ relating to the conduct
of these procedures. The Commission noted that all amendments made to Chapter 5.11. were
consistent with the recommendations in Chapters 5.1. and 5.2.

The revised Chapters 8.10. and 5.11., proposed for adoption, are at Annex XXV.

EU position
The EU thanksthe Ol E and supportsthe adoption of these modified chapters bu}as
some important commentsinserted in the text of Annex XXV. ~

Item 19

Item 20

Item 21

Rinderpest (Chapter 8.12.) Ny,

y
Comments were received from Australia, the EU, Japan, New Zealand, Switzerland and two regional
organisations (AU-IBAR and OIRSA).

The Commission noted that Member Countries’ comments OIQ: revised Chapter 8.12. would be
addressed once the two Commissions receive the information awaited from Joint FAO/OIE Advisory
Committee on Rinderpest in case of a re-occurrence. of rinderpest and on rinderpest virus
sequestration.

Vesicular stomatitis (Chapter 8.15.) \

Comments were received from Canada, Chile and the EU.
The Code Commission modified the title'of the chapter to ‘Infection with vesicular stomatitis virus’.

Following a Member Country’s’recommendation, the Commission deleted ‘free zone’ from
Articles 8.15.8. and 8.15.9.

The Commission referred ‘to the Scientific Commission a Member Country’s request for the
definition of susceptiblekcies and the proposal to include the concept of zoning in Articles 8.15. 4.
to 8.15.7.

The Commission WSreView the text in its next meeting in September 2012.

Review of &pters on bee diseases
a) I—ggiene and disease security procedures in apiaries (Chapter 4.14.)
Comments were received from Australia, Canada, Chile, the People’s Republic of China, the EU,

Japan, Norway and Switzerland.

Dr Francois Diaz, member of the OIE Scientific and Technical Department, joined the Code
Commission for the discussion on bee diseases.

Dr Diaz informed the Commission that, following Member Countries’ comments and consistent with
the revised title of Chapter 4.14. (Official health control of bee diseases), the ad hoc Group had
revised and clarified the text. The Commission endorsed the work done by the ad hoc Group and
made some additional amendments, mainly of an editorial nature.

The revised Chapter 4.14., proposed for adoption, is at Annex XXVI.

EU position

The EU thanksthe Ol E and supportsthe adoption of this modified chapter.

b) Chapters 9.1. to 9.6. inclusive — Members’ comments.
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The following Member Countries submitted comments:

Chapter 9.1. — Chile, the EU, Japan, New Zealand and OIRSA.

Chapter 9.2. — the EU, Jamaica, New Zealand and Switzerland.

Chapter 9.4. — Australia, Chile, the EU, Japan, Switzerland and OIRSA.

Chapter 9.5. — Chile, the People’s Republic of China, the EU, Japan, New Zealand, Switzerland and
OIRSA.

Chapter 9.6. — Chile, the People’s Republic of China, the EU, Norway and Switzerland.

(1) text modifications that need to be made to reflect the eventual updating of the chapter names (e.g.
‘Infestation of honey bees with Acarapis woodi’) and (2) the definition of the commodity. honey’.
The ad hoc Group referred several Member Country comments to the Commissio%r its review.

Dr Diaz indicated that there were two key issues that still need to be addressed by the ad QOC Group,

Dr Diaz noted that several Member Countries had pointed out the difficulty in achieving disease
freedom in the situation where there are wild or feral bee populations. The ad hoc Group considered
that it would only be possible to address this issue if surveillance could'be condueted on the wild and
feral populations, and this approach would have to be incorporated into the relevant chapters.

The Commission noted Member Countries’ concerns about th@vision in Article 9.5.4. opposing
the importation of bees from countries that have established disease freedom as a result of an
eradication programme. The Commission emphasised that the Terrestrial Code provides criteria by
which a Member can assess the disease risks posed by importation; it does not, however, provide
predetermined assessments of risk. %

Dr Diaz noted that the ad hoc Group had reviewed Chapter 5.10. (‘Model veterinary certificates”) and
had concluded that no amendment was required as a consequence of the revision of the bee disease
chapters. 4

The Commission noted that the ad hoc GrouB would meet again in June or July 2012 and would
address scientific aspects of<the comments provided by Member Countries. For the purpose of
guidance to the ad hoc Group, the Commission proposed the following modifications to the chapter

names. \

Chapter 9.1. Infestation of honey bees with Acarapis woodi
Chapter 9.2. Infection of honey bees with Paenibacillus larvae
Chapter 9:3: Section of honey bees with Melissococcus plutonius
Chaptg 9.4. In}éstation with Aethina tumida

Chapter 9.5-Infestation of honey bees with Tropilaelaps spp.

Chapter 9.6. Infestation of honey bees with Varroa spp.
Avian influenza (Chapter 10.4.)

The Code Commission modified the title of Chapter 10.4. to ‘Infection with viruses of notifiable
avian influenza’ and clarified the reporting provisions for notifiable avian influenza by repeating text
from point 6 of Article 1.2.3. to Chapter 10.4. The Commission emphasised that this does not change
the current notification obligations; rather, it states them more clearly.

The amended chapter proposed for adoption is at Annex XXVII.

‘ EU position

The EU would support the adoption of this modified chapter, but only on the condition
that theword “notifiable” isadded between " low pathogenicity" and " avian influenza"
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in the proposed new point 1 of Article 10.4.1. Indeed, the proposed sentenceis
contradictory to the current Code Chapter 1.2.3. and cannot be accepted as such.

Item 23

Item 24

Newcastle disease (Chapter 10.9.)
The Code Commission reviewed a Member Country’s comment but made no changes to the text.
Proposed new chapter on Infection with B. abortus, B. melitensis and B. suis

Comments were received from Argentina, Australia, Canada, Chile, the EU, New Zealand, Japan,
South Africa and the USA and from the IETS and OIRSA.

The Code Commission was informed by the Scientific Commission about concerns with thAnended
chapter, based on the difficulty of Members to understand how the proposed approach could be
harmonised with disease control measures and existing legislation and provisions for'the declaration
of free status.

The proposal to develop a single chapter covering the three Brucella species had come from the ad
hoc group, supported by the Scientific Commission. However, in light of Members’ comments and
the current advice of the Scientific Commission, the Code Commission referred the revised text and
Members’ comments to a new ad hoc group with a request to r@bhsh three separate chapters.

EU comment

The EU thanksthe OIE and hopesthat its Commentswiwtaken into account by the

ad hoc group. 4
Iltem 25 Lumpy skin disease (Chapter 11.12.)
4
Comments were received from Chile, the EU &d Switzerland.

Iltem 26

{
The Commission noted Member:Countries’ comments on the need for more stringent risk reduction
measures and import requirements, based on the lack of diagnostic testing methods. The Commission
requested that the Laboratories ' Commission advise on the possibility of improving the
recommendations on.prescribed tests in the Terrestrial Manual.

Following Membe&ountries’ comments, the Commission deleted ‘or’ between sub-point 2 (b) and
point 3 ofArQe 11.1235.

The C’mnissi\p made some modifications of an editorial nature.

In light of the'fact that the modifications to the chapter were minimal, the Commission asked the OIE
International Trade Department to keep these in a working document. Once the additional
information on diagnostic tests is available, the Commission will address the Member Countries’
comments on the need for more stringent risk reduction options.

Diseases of horses

a)  African horse sickness (Chapter 12.1.)

Comments were received from Australia, Chile, the EU, South Africa, Switzerland and OIRSA.

The Code Commission reviewed Member Countries’ comments, including the Scientific Commission
advice on the scientific points raised by Member Countries.

In response to a Member Country’s comment on the need to define the word ‘adjacent’ in
Article 12.1.1., the Commission agreed with the Scientific Commission that the text is compatible
with Chapter 8.3. (Bluetongue). In addition, the Commission noted a definition from the Oxford
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English Dictionary, where adjacent means: ‘next to or very near to something else; neighbouring;
bordering, contiguous; adjoining.’

Following a Member Country’s comment on point 4 (b ii) of Article 12.1.2. and the Scientific
Commission’s advice, the Commission replaced ‘systematic’ with ‘routine’.

Following a Member Country’s comment, the Commission deleted ‘should’ in point 5 of
Article 12.1.2.

The Commission did not agree with a Member Country which called for a definition of ‘vector
protected establishment’, as the relevant definition is in Article 12.1.10.

The Commission did not agree with a Member Country which questioned the efficacy of \&naﬁon
in Article 12.1.7., paragraph 3 (d), on the grounds that paragraph 3 (d) does not recommend'the use of
vaccination alone. Rather it recommends the use of vaccination in conjunction“with prolonged
isolation in a vector protected establishment.

The revised Chapter 12.1., for adoption, is at Annex XXVIII. ) T

EU position
The EU thanksthe OIE and in general supportsthe adoptigof this modified chapter.

The EU will carefully scrutinize how the notion of " adjacent” . will be handled in
practice by the ad hoc group on Official Disease Status gnition. The EU iswilling to
propose expertise for this group. Point 2 of Article12.1.2, linked with Article 12.1.4
virtually imply that at the time of adoption of the chapter, all OlE Member Countries
will be considered infected and will have to perform surveillance, except if they are " not
adjacent” , which isnot defined either. Thus&e role of thead hoc Group and the
guidance of the SCAD in interpreti?\g theterm " adjacent” will becrucial.

b)  Questionnaire (Article’1.6.6.bis.)

The Code Commission amended the questionnaire for consistency with the modifications made to
Chapter 12.1. and ﬁde several amendments for editorial purposes.

The revised t&s of Chapter 1.6., proposed for adoption, is attached in Annex XXIV.

EU position
The EU supportsthe adoption of thismodified chapter.

c) . Chapter 12.6. Equine influenza
Comments were received from Canada, the EU, South Africa and Switzerland.

Following a Member Country’s comment, the Commission changed the title of the chapter to
‘Infection with equine influenza virus’.

It is anticipated that a Member Country’s comment on the use of vaccination for competition horses
will be addressed by an OIE brainstorming meeting on safe international movement of horses, which
will meet on 12—14 March.

d) Chapter 12.9. Equine viral arteritis

Comments were received from Chile, the EU, Peru and the USA.
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The Code Commission noted that some comments would be addressed by the OIE brainstorming
meeting on safe international movement of horses, which will meet on 12—14 March.

Following a Member Country’s comment, the Commission changed the title of the chapter to
‘Infection with equine arteritis virus’ and modified the General provisions, to align with the new title.

Following a Member Country’s comment on Article 12.9.4, the Commission deleted the word
‘animal’.

The revised Chapters 12.6. and 12.9., proposed for adoption, are at Annex XXIX.

EU position

The EU thanksthe OIE and supportsthe adoption of these modified chapters. .

Item 27

Item 28

Peste des petits ruminants (Chapter 14.8.)

The Code Commission reviewed the comments submitted by Australia, Canada, the-EU, Japan, New
Zealand and two regional organisations (AU-IBAR and OIRSA), and received advice from the
Scientific Commission on the key concerns raised by Member Countries:

The Commission noted the support of some Member Countriéld a.regional organisation for the
proposed development of an official pathway to global freedom from peste des petits ruminants
(PPR).

The Commission noted that the Scientific Commission wo&eek further advice from the ad hoc
Group on PPR on the two major concerns raised ember Countries, namely the definition of
epidemiologically significant susceptible species and on the inclusion of meat as a safe commodity
for the purpose of trade based on the nature of the virus.
4

The Commission agreed with a Member Country which raised concerns that the revised chapter, as
presented by the ad hoc Group, t\ok an ove@conservative approach to risk. Risk management had
been recommended for a much.broader range of species, including cattle, camels, buffalo and wild
ruminants, than previously covered. The Commission supported the recommendation of a Member
Country which called for the inclusion of ‘deboned skeletal muscle meat from animals that passed
ante- and post- mortem inspections’ as a second point in Article 14.8.2. (‘safe commodities’). The
Commission urgedthe Scientific Commission to consider the conclusions of a paper published in the
OIE cientific an hnical Review which concluded that ‘there is no evidence to suggest that PPR
could be introduced thtough the importation of sheep and goat meat’'. The Commission also agreed
with a Mem&Country which recalled the WTO-SPS principle that ‘sanitary measures ... should be
based ?1 approeriate assessment of risk, not hypothetical possibilities’.

The. Commission did not accept the proposal of a regional organisation to delete the reference to
claws in Article 14.8.1., because the term ‘claw’ is routinely used to describe the bovine digit in some
countries.

The revised chapter was sent back to the Scientific Commission for further advice on these points.

Classical swine fever (Chapter 15.2.)

Comments were received from Argentina, Canada, Chile, the People’s Republic of China, the EU,
New Zealand, South Africa, Switzerland, the USA, AU-IBAR and OIRSA.

The Code Commission reviewed the major revision of Chapter 15.2. and the new questionnaire and
surveillance guidelines that had been drafted by the ad hoc Group on the official disease status
recognition for Classical swine Fever (CSF) and modified by the Scientific Commission.

! MacDiarmid S.C., Thompson E.J. (1997). The potential risk to animal health from imported sheep and goat
meat. Rev. sci. tech., Off. Int. Epiz., 16 (1), 45-56.
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The aim of this revision had been to meet Member Countries’ requests for the OIE to provide for
official recognition of CSF free status based on the principles in the current Terrestrial Code chapter,
ie.

—  The recommendations in a single article on CSF free country or zone

—  The CSF status of domestic and captive wild pig populations is not affected by infection in wild
and feral pig populations.

The Code Commission noted that the ad hoc Group had reported to the Scientific Commission with a
proposal for a new approach to the definition of host species and the addition of several articles on
free country or zone, which is fundamentally different from the current Chapter 15.2. The Scientific
Commission reviewed the report and considered that more discussion and consultation was required.
In light of this, rather than reviewing the draft text, the Code Commission encouraged-Member
Countries to comment on the ad hoc Group’s report, which would be provided to them as an annex to
the Scientific Commission’s report, with particular attention to the proposed definition of CSF and
the multiple categories of ‘free status’.
\

EU comment

The EU supportsthe Code Commission and strongly requ{sto retain the principles
foreseen in the current chapter, i.e. that the recommendations on CSF free country or
zone bedrawn up in asingle Article and that the CSF status of domestic and captive
wild pigs not be affected by infection in wild and feral pigs if‘appropriate biosecurity
measuresarein place. Indeed, the version of thedraft chapter circulated with the
report of the September 2011 meeting of the Code Commission which was based on the
version adopted by Member s should beretained a'sthe basisfor futurework on the CSF
chapter.

Iltem 29 Epizootic haemorrhagic dise%se (EHD) — new chapter

The Code Commission began the review of the report of the ad hoc Group, including the new draft
chapter. However, due t&nsufﬂcient time at this meeting, the Commission decided to postpone the
review of the draft chapter in September 2012.

Iltem 30 Report of the ad hoc Group on veterinary education

Dr Kahn outlined. the productive work of the ad hoc Group on veterinary education, which had
finalised a document ‘Minimum Competencies expected of Day 1 Veterinary Graduates to assure
delivery of high quality National Veterinary Services.’

Dr:Kahn explained that OIE Headquarters was in the process of preparing a publication of the Day 1
Competencies, for distribution to Delegates at the 80th General Session.

OIE Headquarters is also producing Guidelines on Twinning for Veterinary Education
Establishments, based on the successful Laboratory Twinning Programme.

The Commission noted and endorsed the report of the ad hoc Group, including the proposed future
work on the core veterinary curriculum.

The report of the ad hoc Group is attached as Annex XXXV for information.

EU comment

The EU thanksthe OIE and would like to know when the Ol E would post the document
on " Minimum Competencies expected of Day 1 Veterinary Graduatesto assure delivery
of high quality National Veterinary Services' on itswebsite.
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Item 31

Item 32

Animal Production Food Safety Working Group
The Commission noted and endorsed the report of the Working Group’s November 2011 meeting.
The report of the Working Group is attached as Annex XXXVI for information.
D. OTHER ISSUES
Update of the Code Commission work programme

The Code Commission updated its work programme, which is attached for Member Countries’
information or comment at Annex XXXVII.

EU comments —

In addition to taking up work on an introductory chapter to the Code (s@also general
comments), the EU would likethe OIE TAHSC toinclude in itswork programme a
partial revision of the Chapter 14.9 of the Terrestrial Code regar ding Ser apie. Details of
thisrequest are provided in Annex XXXVI1I.

Item 33

Item 34

Item 35

Invasive alien species
a)  Guidelines for assessment of the risk of non-native animal species becoming invasive.

The Code Commission noted and endorsed the Guidelines &nent, which had been produced at a
brainstorming meeting convened by the OIE, with participation of representatives of the Convention
on Biological Diversity (CBD) Secretariat and the WTO SPS Committee Secretariat.

The Commission thanked Prof. MacDiarmid for his contribution to the development of the
Guidelines and supported publication of the document on the OIE website for guidance to Members.

The Guidelines for assessment of the risk of non-native animal species becoming invasive are
attached as Annex XXXVIII, togeﬁwr with the report of the brainstorming meeting for information.

b) WTO/STDF seminar on ‘Invasive alien species and international trade’

Dr Kahn advised the Commission that the OIE was collaborating with the WTO Standards and Trade
Development Faci% in the planning of a seminar to be held on 12-13 July 2012, in Geneva, on
‘Invasive alien species and international trade’. More information can be obtained at the WTO/STDF
website: }Lttp.&vww.standardsfacilitv.org/en/TAIAS.htm

Applif\tion f(om an OIE Collaborating Centre

The Code Commission reviewed the request from an OIE Collaborating Centre (CC) to divide into
four separate CCs on animal welfare, food safety, epidemiology and training.

The Commission did not consider it appropriate for OIE CCs to be designated for the sole specialty of
‘training’, as this should be a function of all OIE CCs. The Commission noted that the Scientific
Commission would address the request on epidemiology.

The Commission asked the OIE permanent Working Groups on Animal Welfare and on Animal
Production Food Safety to provide advice by the time of the September 2012 meeting on the
proposed CCs on animal welfare and food safety respectively.

Generic checklist on the practical application of compartmentalisation
The Commission noted that the Scientific Commission had reviewed and approved the Generic
checklist. Due to lack of time, the Commission carried over the review of the Generic checklist to the

September meeting. The Commission noted a need to revise Chapter 4.4. in order to further clarify
the purpose of a contingency plan and the intent of establishing a baseline animal health report.

The revised Chapter 4.4., proposed for adoption, is at Annex XI.
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EU position
The EU supportsthe adoption of thismodified chapter.

Iltem 36 Dates of next meetings

The next meeting will take place on 3—13 September 2012.
The spring meeting is proposed to take place on 18-28 February 2013.

.../Annexes
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Annex 11

GLOSSARY

EU position
The EU supports the adoption of the modified Glossary.

For the purposes of the Terrestrial Code:

Disinfestation
means the application of procedures intended to eliminate zufestation
T il pectorsofinfectousasentsofant cHsrsses—

- 00110 e

Infestation

means the external invasion ot colonisation of animals ot their immediate surroundings by arthropods,
which may cause disease or are potential vectors of infectious agents.

—  Text deleted
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Annex 1V

CHAPTER 1.1.

NOTIFICATION OF DISEASES AND
EPIDEMIOLOGICAL INFORMATION

‘ EU position

\ The EU supports in general the adoption of this modified chapter and has one.comment. \

Article 1.1.1.

For the purposes of the Terrestrial Code and in terms of Articles 5, 9 and 10 of the OIE Ozganic Statutes,
OIE Members shall recognise the right of the Headguarters to communicaté directly with the 1eterinary
Authority of its territory or tetritories.

All notifications and all information sent by the OIE to the VVeterinary Authorityshall be regarded as having
been sent to the country concerned and all notifications and all information sent to the OIE by the
Veterinary Authority shall be regarded as having been sent by the country concerned.

Article 1.1.2.

Members shall make available to other Members, through the OIE, whatever information is
necessary to minimise the spread of important animal diseases and to assist in achieving better
worldwide control of these diseases.

To achieve this, Members shall comply with the nofification requirements specified in Article 1.1.3.

To assist in the clear and «concise exchange of information, reports shall conform as closely as
possible to the official OIE disease reporting format.

Recognising that scientific knowledge concerning the relationship between disease agents and diseases
is constantly developing and that the presence of an infectious agent does not necessarily imply the
presence of a«disease, Members shall ensure through their reports that they comply with the spirit and
intention of point 1.above.

In addition: to notifying new findings in accordance with Article 1.1.3., Members shall also provide
information on the measures taken to prevent the spread of diseases; including quarantine measures
and restrictions on the movement of awimals, animal products and biological products and other
miscellaneous objects which could by their nature be responsible for transmission of disease. In the
case of diseases transmitted by vectors, the measures taken against such vectors shall also be specified.

Article 1.1.3.

Veterinary Authorities shall, under the responsibility of the Delegate, send to the Headguarters:

1.

in accordance with relevant provisions in the disease specific chapters, notification through the World
Animal Health Information System (WAHIS) or by telegram; fax or e-mail, within 24 hours, of any
of the following events:

a)  first occurrence of a /isted disease and/ ot infection in a countty, a gone ot a compartment,
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b) re-occurtence of a /lsted disease and/ot infection in a country, a gome ot a compartment following a
report declared the outhreak ended;

c) first occurrence of a new strain of a pathogen of a /sted disease in a country, a zone or a
compartment,

Annex 1V (contd)

d) asudden and unexpected increase in the distribution, incidence, morbidity or mortality of a /Zsted
disease prevalent within a country, a gone or a compartment,

e) an emerging disease with significant morbidity or mortality, or zoonotic potential;

f)  evidence of change in the epidemiology of a /isted disease (including host range, pathogenicity,
strain) in particular if there is a zoonotic impact;

2. weekly reports by telegram; fax or e-mail subsequent to a notification under point 1 above, to provide
further information on the evolution of an incident which justified urgent »ofification; these reports
should continue until the situation has been resolved through eithet the diseasebeing eradicated or it
becoming endemic so that six-monthly reporting under point<3 will satisfy the obligation of the
Member to the OIE; in any case, a final report on the incident'should be submitted;

3. a six-monthly report on the absence or presence, and evolution of /sted disease and information of
epidemiological significance to other Members;

4. an annual report concerning any other information of significance to other Members.
Article 1.1.4.

1. The Veterinary Authority of a territory‘in which an Znfected zone was located shall inform the Headguarters
when this zone is free from the disease.

2. An infected gone for a particular disease shall be considered as such until a period exceeding the znfective
period specified in the Temrestrial Code'has elapsed after the last reported case, and when full prophylactic
and appropriate animal health measures have been applied to prevent possible reappearance or
spread of the disease. These measures will be found in detail in the various chapters of Volume 1I of
the Terrestrial Code.

3. A Member/may be considered to regain freedom from a specific disease when all conditions given in
the relevant chapters of the Terrestrial Code have been fulfilled.

4. The Veterinary. Authority of a Member which sets up one or several fiee zones shall inform the OIE
giving necessary details, including the criteria on which the free status is based, the requirements for
maintaining the status and indicating clearly the location of the gomes on a map of the territory of the
Member.

Article 1.1.5.

1. The Headguarters shall send by telegrass; fax, e-mail or Disease Information to the VVeterinary Authorities
concerned, all notifications received as provided in Articles 1.1.2. to 1.1.4.

2. The Headguarters shall dispatch to the Delegates information on new outbreaks of listed diseases.
3. The Headguarters, on the basis of information received and of any official communication, shall

prepare an annual report concerning the application of the Terestrial Code and its effects on
international trade.

OIE Terrestrial Animal Health Standards Commission / February 2012



Annex 1V (contd)

Article 1.1.6.

TFelegrams—er£Haxes sent by Veterinary Authorities in pursuance of Articles 1.1.3. and 1.1.5. shall receive
priority in accordance with the circumstances. Communications by telephone, telegram or fax, sent in the
case of exceptional urgency when there is danger of spread of a notifiable epizootic disease, shall be given

the highest priority accorded to these communications by the International Arrangements of
Telecommunications.

EU comment

For reasons of consistency, the EU suggests also deleting the word **telegram™ in
sentence 2 of the above Article.

—  Text deleted
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Annex V

CHAPTER 1. 2.

CRI TERI'A FOR THE | NCLUSI ON OF H-SHNG
DI SEASES AND I NFECTI ONS ON THE OIE LI ST

EU position

The EU thanksthe OIE and supportsin general the adoption of this modified.chapter
and has some comments. ‘ ‘ '

The EU understandsthat, asthe referenceto " excepting the situ?tion V\(fqe effective
prevention and control measures are commonly used” in Article 1.2.1bis No 3b has been
removed, thead hoc group on Notification of Animal Diseases and Pathogenic Agents will
be asked to take the availability and common use of effective prevention and control
measur es into account, especially in cases wher e thiswould bedecisive asto listing or not
listing a given disease. The EU will car efully look-at tkreports of the ad hoc group on
listing diseasesin order to verify that it has been taken into account.

TheEU invitesthe Ol E to consider adding the word " infestation" also in thetitle of the
Chapter, for it toread " CRITERIA FOR THE INCLUSION OF DISEASES, AND
INFECTIONS AND INFESTATIONSON THE OIE LIST", aswell asin thefirst
sentence of Article 1.2.1. Introduction, aﬁd in thefirst sentence and the differ ent points of
Article 1.2.1biswhere thewords " diseases or infections' appears.

Onefurther comm?t isir&luded in thetext below.

Article 1.2.1.

Introduction i

ide—incladineb

A ) et
DYV-GESEHiDtf

trel-¢ ehetrtranstercia-dntermationn-tde:
AT CO DT OVOTTIC CITCTT CrartSTCT VIa 2777077, .

I A 1
Wotrawtae Hiciraa

1 na+h 1 +

4 e a1
COTTTrOT patroOgCInC—ag CIIts

The aim of this chapter is to describe the criteria for the inclusion of diseases and infections on the OIE List.

The objective of listing dsseases is to support Members’ efforts to prevent the transboundary spread of

important animal diseases, including zoonoses, through transparent and consistent reporting. Hach listed disease;
normally shereverpraetieable; has a corresponding chapter; to swhieh assists Member Countries in the
harmonisation of disease detection, prevention and control. Requirements for notification are detailed in
Chapter 1.1. and notifications are to be made through WAHIS as described in Article 1.1.3.
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EU comment

The EU supportsthe abovereferenceto Article 1.1.3., however the entirerange of
possible means of notification as stated in that Article should be mentioned here. Thus,
the sentence should read asfollows:

" Requirementsfor notification are detailed in Chapter 1.1. and notifications areto be
made through WAHI S or by fax or e-mail asdescribed in Article 1.1.3."

Article 1.2.1bis.

The criteria for the inclusion of a disease ot infection in the OIE List are as follows: ‘ ‘ >

1. International spread of the agent (via live animals, their products or f?rnjtes) has been proven esn

three-or-more-oeeastons, \
»
AND p 4
>
AND

\

24 At least one sumber—of countriesy with—populations—efsusceptible—animals arehas demonstrated
freedom of the—disease/—infeetion or faee impending freedom from the disease ot infection in
populations of susceptible animals, {based on 3‘ animal health surveillance provisions of the

Terrestrial Code, in particular those contained in Chapter 1.4.—takineinto-acecountthe animal health

: e N

3. _a Natural tFransmission to humans has been proven, and human infection is associated with severe

consequences {death-or-seriousillness).

ORor

bit) The diseaset et—infetion has been shown to cause significant morbidity or mortality preduetion
lesses in domestic animals at the level of a country or a gome, execepting—the situation—where
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http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_maladie

citf) The diseasefot—infeetion has been shown to, or scientific evidence indicates that it would, have=
cause significant morbidity or mortality negative-effeet oin wild animal populations.

AND
AND

>
44) A repeatableand reliable means of detection and diagnosis exists and a preci& case ‘eﬁnirion 1s
available to clearly identify cases and allow them to be distinguished from othee&t—helegiesdisgaw
%,

and znfections.
b

OR y .

4
52. Thedisease or infection is an emerging disease with apparent evidence of zoonotic properties, rapid spread,

or pessible significant preductiontosses morbidity or mortality and a case definition is available to clearly
identify cases and allow them to be distinguished from other pathelogiesdiseases or infections.

Article 1.2 2.
@
The following diseases, aae infections and infestations are included in the OIE List.
¢ ¥
In case of modifications of this list of -animal diseases and infections adopted by the Gemeral World

Assembly, the new list comes into forceron 1 January of the following year.

V4

1. The following #seasesandsnfestions are included within the category of multiple species diseases, and
infections and infestations:

-

- Aujes;ﬁ;' s disease
3

— ~Anthrax

—  Bluetongue

- grucellosis (Brucella abortus)

—  Brucellosis (Brucella melitensis)

—  Brucellosis (Brucella suis)

—  Crimean Congo haemorrhagic fever
—  Echinococcosis/hydatidosis

—  Epizootic haemorrhagic disease

—  Equine encephalomyelitis (Eastern)

—  Foot and mouth disease
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—  Heartwater

—  Japanese encephalitis

—  New world screwworm (Cochlionyia hominivorax)
—  Old wotld screwworm (Chrysomyia bezziana)

—  Paratuberculosis

- Q fever

—  Rabies

—  Rift Valley fever

—  Rinderpest

—  Surra (Trypanosoma evansi)

—  Trichinellosis ‘ ) .

—  Tularemia
—  Vesicular stomatitis { \\
—  West Nile fever. )

The following disemsesandinfections are included within the ‘teg%y of cattle diseases and infections:

—  Bovine anaplasmosis L

—  Bovine babesiosis
—  Bovine genital campylobacteriosis
—  Bovine spongiform encephalopathy \ »
—  Bovine tuberculosis -
)
—  Bovine viral diarthoea

—  Contagious bovine pleujaneumonia

—  Enzootic bovi leu\ﬁis

—  Haemorrhagic septicaemia

— Infectious bovine thinotracheitis/infectious pustular vulvovaginitis

—  Lumpy Wisease
- Theﬂer}’gsis

— Trickomonosis

- }ypanosomosis (tsetse-transmitted).

The following disemses—and—infeetions are included within the category of sheep and goat diseases and
infections:

—  Caprine arthritis/encephalitis

—  Contagious agalactia

—  Contagious caprine pleuropneumonia

—  Enzootic abortion of ewes (ovine chlamydiosis)
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—  Maedi—visna

—  Nairobi sheep disease

—  Ovine epididymitis (Brucella ovis)
—  DPeste des petits ruminants

—  Salmonellosis (S. abortusovis)
—  Scrapie

—  Sheep pox and goat pox.

N
4. The following diseasesand-nteetions are included within the category of equine diseases and.iufections:

—  African horse sickness >
—  Contagious equine metritis ‘ ,

—  Doutine

—  Equine encephalomyelitis (Western) ( \\
—  Equine infectious anaemia

—  Equine influenza /
—  Equine piroplasmosis

—  Equine rhinopneumonitis \ N
—  Equine viral arteritis -

—  Glanders

—  Venezuelan equine encephalomyeliti\ ~V

4
5. The following #iseases anesnfections are itx:hﬂed within the category of swine diseases and infections:
—  African swine fever \

—  Classical swine fever

—  Nipah Virusécephal&

—  Porcine€ysticercosis

—  Porcine reproductive and respiratory syndrome

— _Swine VMar disease

— Transml!sible gastroenteritis.

S
6. The gﬂowing diseases-and-infections are included within the category of avian diseases and infections:

—  Avian chlamydiosis

—  Avian infectious bronchitis

—  Avian infectious laryngotracheitis

—  Avian mycoplasmosis (Mycoplasma gallisepticuns)
—  Avian mycoplasmosis (Mycoplasma synoviae)

—  Duck virus hepatitis

—  Fowl typhoid
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Highly pathogenic avian influenza in birds and low pathogenicity notifiable avian influenza in

poultry as defined in Chapter 10.4.

Infectious bursal disease (Gumboro discase)

Newcastle disease

Pullorum disease

—  Turkey rhinotracheits.

7. The following #iseasesanenteetions are included within the category of lagomorph diseases and iﬁgctiOﬂx:

—  Myxomatosis
—  Rabbit haemorrhagic disease. ( ’ \

8. The following #iseasesane-nfeetions are included within the category of be( dz'mzm@‘ and nfections and

infestations:
—  Acarapisosis of honey bees / :

—  American foulbrood of honey bees

—  European foulbrood of honey bees ' \ N\
—  Small hive beetle infestatton (Aethina tumida) -
Tropilaclaps infestation of honey bees

\Y% is of h bees.
arroosis of honey bees \ ~V

v

9. The following #iseasesand-infections are il@lu‘ed within the category of other diseases and infections:

—  Camelpox \

— Leishmanio? Q
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Annex VI

CHAPTER 1.4.

ANIMAL HEALTH SURVEILLANCE

EU position

The EU supports the adoption of this modified chapter but has two comments.

Article 1.4.1.

Introduction and objectives

1.

4.

In general, surveillance is aimed at demonstrating the absence of diseas¢ or iufectiony determining the
eeeurrenee presence or distribution of disease or infections~while—alse or detecting as early as possible
exotic or emerging diseases. The type of surveillance applied depends‘on the desired outputs needed to
support decision-making. The following recommendations may be applied to all diseases; ot infections
fherr—ageﬂ{-s and all suscepr_lble spec1es (mcludlng wz/d/ f ) &s—hsted—rﬂ—ehe—]:ﬂ%z{—é%*—&ﬁd—are

eneral recommendatlons in this chapter may be &sed—te—fu—rt—her reﬁned by the geﬁera-} peclﬁ

approaches described fer—a—speeifie in the disease er—infection chapters. Where detailed disease ot#
infection-specific information is not available, suitable approaches should be based on the
recommendations in this chapter.

Animal health surveillance is also a an—essential tool to deteet—diseaseor—fecton—to monitor disease
trends, to facilitate the control ofudisease ot infection, i ;

nfectéon; to provide data for use in risk analysis, for animal asedfor public health putrposes, and to
substantiate the rationale for sanitary measures. Both domestic animals and witd-animats wildlife are
susceptible to certain diseasest- ot infections. However, the presence of a diseaset- ot infection in witd
animrerds wildlife does not mean it eha-t—eh&s&me—ﬁ‘z:feﬂfe%ﬁy%fﬁﬂﬁ is necessarrly present in domestrc animals

in the same Country or zoﬂe or vice versa.

ﬂ&&eﬂa-l—eleet&leﬂ—makl—ﬁg— Wz/d/ fe may be included in a mn/ez//ame sgstem because they can serve as
reservoirs of infection and as indicators of disease risk to humans and domestic animals and-—s#dif

disease. Woitdhfe—diseasefinfection Ssurveillance in_wildlife presents speeifie challenges that may differ

significantly from 'those in surveillance in domestic animals.

Prerequisites to enable an OIE Member to provide information for the evaluation of its animal
health status are:

a)  that the Member complies with the provisions of Chapter 3.1. efthederrestrial-Codk;

b) that, where possible, surveillance data be complemented by other sources of information, such as
fesg: scientific publications, research data, documented field observations and other non-survey

data};
¢) that transparency in the planning and execution of surveillance activities and the analysis and
availability of data and information, be maintained at all times, in accordance with Chapter 1.1.

ot theTerrestrial-Codk.

The objectives of this chapter are to:
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a) provide guidance to the type of outputs that a surveillance system should generate;

b) provide recommendations to assess the quality of déseaseténfeetion surveillance systems.

Article 1.4.2.
Definitions
The following definitions apply for the purposes of this chapter:
Bias: means a tendency of an estimate to deviate in one direction from a true value.
Confidence: means i the probability
that the type of surweillance applied Would detect the presence of infection if the population were infected and

is equivalent to the sensitivity of the sureillance. :Ph&egonﬁdence depends on, among other parameters
the assumed prevalence of mfedzan peiher

Probability sampling: means a sampling strategy in which every unit has a knoewn non-zero probability
of inclusion in the sample.

Sample: means the group of elements (sampling units) drawn from a population, on which tests are
performed or parameters measured to provide surveillance information.

Sampling units: means the unit that is sampled, either in a random survey or in non-random survezljance.
This may be an individual animal or a group of animals, such as fesg= an epidemiological unity. Together, they
comprise the sampling frame.

Sensitivity: means the proportion of truly positive units that are correctly identified as positive by a test.

Specificity: means the proportion of truly negative units that are correctly identified as negative by a test.

Study population: means the population from which surveillance data are derived. This may be the same as
the target population or a subset of it.

Surveillance system: means a_method of surweillance that may involve one or more component activities
that generates information on the health or; disease erzeenesis status of animal populations.

Survey: means agrinvestigation in which information is collected systematically eelleeted, usually carried
out on a sample/of a defined population group, within a defined time period.

Target population: ' means the population about which conclusions are to be inferred.

Test: meansia procedure used to classify a unit as either positive, negative or suspect with respect to a
disease ot an infection.

Test system: means a combination of multiple tests and rules of interpretation which are used for the
same purpose as a test.

Article 1.4.3.
Principles of surveillance

1. Types of surveillance

a)  Surveillance may be based on many different data sources and can be classified in a number of
ways, including:
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1)  the means by which data are collected (active versus passive surveillance);
i)  the disease focus (pathogen-specific versus general survezllance); and

iif) the way in which units for observation are selected (structured surveys versus non-random
data sources).

b) In this chapter, surveillance activities are classified as being based on:
EITHER
i)  structured population-based surveys, such as:
—  systematic sampling at slaughter,
—  random surveys;

—  surveys for nfection in clinically normal animals, including wildlife;

i)  structured non-random surveillance activities, such as:

—  disease reporting or notifications;
—  control programmes# ot health schemes;
— targeted testing# otsereening;
—  ante-mortemand post-mortem inspections;
— laboratery investigation records;
—  biological specimen banks;
- sentinel units;
—. field observations;
—  farm production records;
—  wildlife disease data.

¢) Inaddition, surveillance data should be supported by related information, such as:

i) data on the epidemiology of the diseaset ot infection, including environmental, host
population distribution, and climatic information;

i) data on animal movements, including transhumance;—as—well—as and natural wildiife
migrations;

ii)  trading patterns for animals and animal products;
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d)

iv) national animal health regulations, including information on compliance with them and
their effectiveness;

v)  history of imports of potentially infected material; and
vi) biosecurity measures in place;
vi) the likelihood and consequence of diseaset ot infection introduction.

The sources of evidence should be fully described. In the case of a structured survey; this should
include a description of the sampling strategy used for the selection of units fot testing. For
structured non-random data sources, a full description of the system is required including the
source(s) of the data, when the data were collected, and a consideration of any biases that may
be inherent in the system.

Critical elements

In assessing the quality of a surveillance system, the following critical .elements need to be addressed
over and above quality of Veterinary Services (Chapter 3.1.).

)

b)

d)

Populations

Ideally, surveillance should be carried outdn such a way as to take into account all animal species
susceptible to the snfection in a country, goneor compartment. The surveillance activity may cover all
individuals in the population or partvof them. When surveillance is conducted only on a
subpopulation, care should be taken regarding the inferences made from the results.

Definitions of appropriate populations should be based on the specific recommendations of the
disease chapters of the Tervestrial Code.

Time frame (or tempofal values of surveillance data)

Surveillance should be carried out at a frequency that reflects the biology of the infection and the
risks of its introduction.

Epidemiological unit

The relevant epidemiological unit(s) for the surveillance system should be defined to ensure that it is
appropriate to meet the objectives of surveillance. Therefore, it should be chosen taking into
account factors such as cartiers, reservoirs, vectors, immune status, genetic resistance and age, sex,
and other host criteria.

Clustering

Infection in a country, zone ot compartment usually clusters rather than being uniformly or randomly
distributed through a population. Clustering may occur at a number of different levels (e.g. a
cluster of infected animals within a herd, a cluster of pens in a building, or a cluster of farms in a
compartment). Clustering should be taken into account in the design of surveillance activities and the
statistical analysis of swrwezllance data, at least at what is judged to be the most significant level of
clustering for the particular animal population and #nfection.
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e) Case definition

4 el ach—disease/—infection-andersurreiianceasing—eles iteria; Wawhere
they one exists, the standards case definition in the specific chapter of Terrestrial Code should be
used. If the Terestrial Code does not give a case definition, a case should be defined using clear
criteria for each disease ot infection under surveillance. ¥or wildlife diseaset ot infection surveillance, it is

essential to correctly identify and report host animal taxonomy (including genus and species).

f)  Analytical methodologies

Surveillance data should be analysed using appropriate methodologies, and at the appropriate
organisational levels to facilitate effective decision making, whether it-be planning interventions
or demonstrating status.

Methodologies for the analysis of surveillance data should be flexible to“deal with the complexity
of real life situations. No single method is applicable in all cases. Different methodologies may
be needed to accommodate the—televant different host species, pathogens, ¥asying production

systems and surveillance systems, and types and amounts of data and information available.

The methodology used should be based on the best information available. It should also be in
accordance with this chapter, fully documented and supported by reference to the scientific
literature and other sources, including expert opinion. Sophisticated mathematical or statistical
analyses should only be carried out when justified:by the proper amount and quality of field data.

Consistency in the application of' different methodologies should be encouraged and
transparency is essential in-order to ensure fairness and rationality, consistency in decision
making and ease of understanding..The uncertainties, assumptions made, and the effect of these
on the final conclusions should be documented.

g) Testing

Surveillance involyes the detection of disease or infection by—the-ase-ef according to appropriate case
definitionstand based on the results of one or more tests for evidence of zufection or immune
status/ In this context, a test may range from detailed laboratory examinations to field
observations and the analysis of production records. The performance of a test at the
population level (including field observations) may be described in terms of its sensitivity, ase
specificity and predictive values.

Imperfect sensitivity and/or specificity will have an impact on the conclusions from surveillance:

and,

Ftherefore, these parameters should be taken into account in the design of swrweillance systems
and analysis of surveillance data.

The walues-of sensitivity and specificity yalues of fer-the tests used should be specified for each
species in which they may be used, and the method used to determineot estimate these values
should be documented. Alternatively, where valaes—for sensitivity andfor specificity for values
of a particular test are specified in the Terrestrial Mannal, these sakaes may be used as a guide.

Samples from a number of animals or units may be pooled and subjected to a testing protocol.
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h)

The results should be interpreted using sensitivity and specificity values that have been
determined or estimated for that particular pool size and testing procedure.

Quality assurance

Surveillance systems should incorporate the principles of quality assurance. They should and be
subjected to periodic auditing to ensure that all components of the system function and provide
verifiable documentation of procedures and basic checks to detect significant deviations of
procedures from those documented in the design.

Validation

Results from animal health surveillance systems are subject to one or more potential-biases. When
assessing the results, care should be taken to identify potential biases that can inadvertently lead
to an over-estimate or an under-estimate of the parameters of interest.

Data collection and management

The success of a surveillance system is dependent on a reliable process for data collection and
management. The process may be based on paper records of computerised. Even where data
are collected for non-survey purposes (e.g. duting disease control intetventions, inspections for
movement control or during disease eradication schemes), the consistency and quality of data
collection and event reporting in a format that facilitates analysis; is critical. Factors influencing
the quality of collected data include:

—  the distribution of, and communication between, those involved in generating and
transferring data from the field to a centralised location; this requires effective
collaboration among all stakeholders, such as governmental sainistries; or non-

governmental organisations, and'others, patticularly for data involving wildlife;

—  the ability of the data processing system to detect missing, inconsistent or inaccurate data,
and to address these ptoblems;

—  maintenance of disaggregated data rather than the compilation of summary data;

—  minimisation of transcription errors during data processing and communication.

Article 1.4.4.

Structured population-based surveys

In addition_to. the principles for—smreeilance discussed in Article 1.4.3. abewe, the following
recommendations should be used considered when planning, implementing and analysing surveys.

1.

Types of surveys

Surveys may be conducted on the entire target population (i.e. a census) or on a sample. A sample

may be selected in either of the two fellewing ways:

a)

non-probability based sampling methods, such as:
1)  convenience;
i)  expert choice;

iii) quota;
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b) probability based sampling methods, such as:
i)  simple random selection;
i)  cluster sampling;
i)  stratified sampling;
iv) systematic sampling.

Periodic or repeated surveys conducted in order to document disease freedom should be desre
conducted using probability based sampling methods so that data from the study population can be
extrapolated to the target population in a statistically valid manner.

The sources of information should be fully described and should include‘a detailed description of the
sampling strategy used for the selection of units for testing. Also, consideration should be made-ef
given to any biases that may be inherent in the survey design.

2. Survey design

The population of epidemiological units should first be cleatly defined; hereafter appropriate sampling
units apprepeiate should be defined for each stage, depending on'the design of the surveys;sheuldbe
defined.

The design of the survey will depend on the size, structure and degree of understanding of the
population being studied, the epidemiology.of the zufection and the resources available.

Data on wéd-aninal wildlife population size often do not exist. and;—to—the-extentpossible; However
they should be determined to the extent possible before the survey is designed. The expertise of

wildlife biologists may be sought in the gathering and interpretation of such population data.
Historical population data.should be updated since these may not reflect current populations.

3. Samplin

The objective of sampling from a population is to select a subset of units that is representative of the
population of interest. with respect to the objective of the study. Sampling should provide the best
likelihood that the sample will be representative of the population, within the practical constraints
imposed by different environments and production systems.

Specimens of frem wildlife forsureeitfance may be available from sources such as hunters and trappers,
road=kills;, wild animal meat markets, sanitary inspection of hunted animals, morbidity-mortality
observations by the general public, wildlife rehabilitation centres, wildlife biologists and wildlife agency
field‘personnel, farmers, and other landholders, naturalists and conservationists. Wildlife data such as
census data, trends over time, and reproductive success can be used in a manner similar to farm
production records for epidemiological purposes.

4. Sampling methods

When selecting epidemiological units from within a population, probability sampling, such as fe-g simple
random selection} should be used. When this is not possible, sampling should provide the best
practical chance of generating a sample that is representative of the target population.

In any case, the sampling method used at all stages should be fully documented.
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5. Sample size
In general, surveys are conducted either to demonstrate the presence or absence of a factor (e.g.
infection) or to estimate a parameter (e.g. the prevalence of zufection). The method used to calculate
sample size for surveys depends on the purpose of the survey, the expected prevalence, the level of
confidence desired of the sutvey results and the performance of the tests used.
Article 1.4.5.
Structured non-random surveillance

Surveillance systems routinely use structured non-random data, either alone or in combination with surveys.

1. Common non-random surveillance sources

A wide variety of non-random surveillance sources may be available,, These vary in their primary
purpose and the type of surveillance information they are able to provide. Some surveillance systems are
primarily established as eatly detection systems, but may_ also provide valuable information to
demonstrate freedom from snfection. Other systems provide cross-sectional information suitable for
prevalence estimation, either once or repeatedly, while yet others provide continuous information,
suitable for the estimate of incidence data, such as {e-g= disease teporting systems, sentinel sites;- and
testing schemes.

a)  Disease reporting or notification systems

Data derived from disease reporting systemsican be used in combination with other data sources
to substantiate claims of animal health status, to generate data for risg analysis, or for early
detection. Effective laboratory suppott is an important component of any reporting system.

Reporting systems relying onilaboratory confirmation of suspect clinical cases should use tests
that have a high specificity. Reports should be released by the laboratory in a timely manner,
with the amount of time from disease detection to report generation minimised (to hours in the
case of introduction of a foreign animal disease).

Whenever the responsibility for disease notification falls outside the scope of the eterinary
Authority, for example in some countries for diseases in wildlife, effective communication and data
sharing should be established with the relevant authorities to ensure comprehensive and timely
diseasc reporting.

b) Control programmes #and health schemes

Animal disease control programmes or health schemes, while focusing on the control or
eradication of specific diseases, should be planned and structured in such a manner as to generate
data that are scientifically verifiable and contribute to structured surveillance.

¢) Targeted testing £and screening
This may involve testing targeted to selected sections of the population (subpopulations), in
which disease is more likely to be introduced or found. Examples include testing culled and dead

animals, swill fed animals, those exhibiting clinical signs, animals located in a defined geographic
area and specific age or commodity group.
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d) Ante-mortem and post-mortem inspections

Inspections of animals at slanghterhouses may provide valuable surveillance data. The sensitivity and
specificity of slaughterhouse inspection for detecting the presence of specified diseases wader should

termined for the inspection system in place should-be-pre-determined. The accuracy of

the inspection system will be influenced by:
i)  the training, experience and number of the inspection staff;

i)  the involvement of the Competent Authoritiesy in the supetvision of ante-mortem and post-
mortem inspections;

iif)  the quality of construction of the slaughterhouse, speed of the slaughter.chain, lighting quality,
etc.; and

iv) staff morale and motivation for efficient performance.

Slanghterhouse inspections are likely to provide good coverage,for particular age groups and
geographical areas only. Slaughterbouse surveillance data are subject to biases in relation to target
populations (e.g. only animals of a particular classand age are likely to be slaughtered for human
consumption in significant numbers). Such biases need to be recognised when analysing
survetllance data.

For trace back and analysis of spatial and Jerd-level coverage, there should be, if possible, an
effective identification system that relates animals in the slaughterbonse to their locality of origin.

e) Laboratory investigation records

Analysis of laboratory investigation records may provide useful swrwezllance information. The
coverage of the system will be increased if analysis is able to incorporate records from national,
accredited, umiversity and private sector laboratories. Valid analysis of data from different
laboratories depends on the existence of standardised diagnostic procedures and standardised
methods for interpretation and data recording. As with abattoir inspections, there needs to be a
mechanism to relate specimens to the farm of origin.

f) . Biological specimen banks

Specimen banks consist of stored specimens, gathered either through representative sampling or
opportunistic collection or both. Specimen banks may contribute to retrospective studies,
including providing support for claims of historical freedom from znfection, and may allow certain
studies to be conducted more quickly and at lower cost than alternative approaches.

g)  Sentinel units

Sentinel units#ot sites involve the identification and regular testing of one ot more of animals of
known health/ot immune status in a specified geographical location to detect the occurrence of
diseasefot infection (usually serologically). They ate patticularly useful for surveillance for diseasest-ot
infections with which have a strong spatial component, such as zector-botne diseasesfot infections.
Sentinel units provide the opportunity to target surveillance depending on the likelihood of znfection
(related to vector habitats and host population distribution), cost and other practical constraints.
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Sentinel units may provide evidence of freedom from snfection, or provide data on prevalence and
incidence as well as the disttibution of diseasetot infection.

h) Field observations

Clinical observations of animals in the field are an important soutce of surveillance data. The
sensitivity and specificity of field observations may be relatively low, but these can be more
easily determined and controlled if a clear standardised case definition is applied. Education of
potential field observers in application of the case definition and reporting is as—important
compenent. Ideally, both the number of positive observations and the total number of
observations should be recorded.

i)  Farm production records

Systematic analysis of farm production records may be used as an indicator of the presence or
absence of diseasefot infection at the herd or flock level. In general, the sensitivity of this approach
may be quite high (depending on the disease), but the specificity is often'quitelow.

) Wildlife data

Specimens from wétd—animats wildlife for diseasefot infection supveillance may be available from
sources such as hunters and trappers, road-kills, wild-animal meat markets, sanitary inspection of
hunted animals, morbidity and mortality observations by the general public, wi/dlife rehabilitation
centres, wildlife biologists and wildlife agency field personnel, farmers and other landholders,
naturalists and conservationists. Wi/dlife data such, as census data, trends over time, and
reproductive success can be used in a manner similar to farm production records for
epidemiological purposes.

Critical elements for structured non-random surveillance

There are a number of critical factors which should be taken into account when using structured
non-random surveillance data. These include sueh—as coverage of the population, duplication of data,
and sensitivity and specificity of tests<that may give rise to difficulties in the interpretation of data.
Surveillance data from non-random sources can, however, be a cost-efficient method of eatly detection,
and may increase the level of confidence or detect a lower level of prevalence compared to random
sampling surveys:

Analvtical methodologies

Different scientifically valid methodologies may be used for the analysis of non-random surveillance
data. Where no data are available, estimates based on expert opinions, gathered and combined using a
formal, documented and scientifically valid methodology may be used.

Combination of multiple sources of data

The methodology used to combine the evidence from multiple data sources should be scientifically
valid, and fully documented, including references to published material.

Surveillance information gathered from the same country, gone or compartment at different times may
provide cumulative evidence of animal health status. Such evidence gathered over time may be
combined to provide an overall level of confidence. For instance, repeated annual surveys may be
analysed to provide a cumulative level of confidence. However, a single larger survey, or the
combination of data collected during the same time period from multiple random or non-random
sources, may be able to achieve the same level of confidence in a shorter period of time.
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Analysis of surveillance information gathered intermittently or continuously over time should, where
possible, incorporate the time of collection of the information to take the decreased value of older
information into account. The sensitivity, specificity and completeness of data from each source
should also be taken into account for the final overall confidence level estimation.

Article 1.4.6.
Surveillance to demonstrate freedom from disease/ot infection

1. Requirements to declare a country, zome or compariment free from diseasefor infection without
pathogen specific surveillance

EU comment

The title of point 1 and the first sentence below should not refer to compartments, since
it’s been deleted from the points a) and b). The word "compartment' should thus be
deleted.

This article provides general principles for declating a country, zone ot compartment free from diseasetot
infection in relation to the time of last occurrence and in particulat for the.recognition of historical
freedom.

The provisions of this article are based on the-prineiplesdeseribed i’ Article 1.4.3. efthis—<ehapter

and the following premises:

— in the absence of disease and vaccination, the animal population would become susceptible over a
period of time;

—  the disease agents to which these provisions apply are likely to produce identifiable clinical signs
in susceptible animals,

—  competent and effective Vé#erinary Services will be able to investigate, diagnose and report disease,
if present;

—  diseasefot infection can affect both wid-animats and domestic animals and wildlife,

—  the absence of diseaset-ot infection over a long period of time in a susceptible population can be
substantiated by effective disease investigation and reporting by a Member.

a) Historically free
Unless otherwise specified in the relevant disease chapter, a country; ot gone ettompart#ent may be
recognised as free from nfection without formally applying a pathogen-specific surveillance
programme when:

i)  there has never been occurrence of disease, or

ii) eradication has been achieved or the diseaset-ot infection has ceased to occur for at least 25
years, provided that for at least the past 10 years:

iif) it the disease has been a notifiable disease;
iv) an early detection system has been in place for all relevant species;

V) measures to prevent diseasefot infection introduction have been in place; no vaccination
against the disease has been carried out unless otherwise provided for in the Terrestrial Code
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b)

vi) infection is not known to be established in wildlife within the country or zone intended—to-be
deelaredfree. A country or zone cannot apply for historical freedom if there is any evidence
of infection in wildlife.

Last occurrence within the previous 25 years

Countties; ot zones et—tompartments that have achieved eradication (or in which the diseasetor
infection has ceased to occur) within the previous 25 years, should follow the pathogen-specific
surveillance requirements in the Terrestrial Code if they exist. In the absence of specific
requirements fer—smrpeitance—in—the—errestrizd—Code, countries should follow the general
recommendations on surveillance to—demensteate—animalhealth-—statas outlined in this chapter
provided that for at least the past 10 years:

i) it the disease has been a notifiable disease;
i)  an early detection system has been in place;

iii) measures to prevent the introduction of the diseasetor infection intredueton have been in
place;

iv) no vaccination against the disease has been carried out unless otherwise provided for in the
Terrestrial Code,

V) infection is not known to be established in wildlife within the country or zone intended—tobe
deelared—free. A country or zoze cannot apply for recognition of freedom if there is any
evidence of infection in wildlife.

2.  Recommendations for the discontinuation of pathogen-specific screening after recognition of
freedom from infection

A country, zone ot compartment that-has been recognised as free from #nfection following the provisions
of the Terrestrial Code may discontinue pathogen-specific screening while maintaining the infection-
free status provided that:

EU comment

The fact that surveillance may be discontinued in a compartment is not coherent with
Chapter 4.4. on.compartmentalisation that indicates that surveillance should be on-

going.
a) _ it the diseases a notifiable disease;
b) “han early detection system is in place;
©)..measures to prevent the introduction of the discasetot infection introdaetonate in place;
d) vaccination against the disease is not applied;
e) infection is known not to be established in wildlife. It can be difficult to collect sufficient

epidemiological data to prove absence of diseasetot infection in wild animal populations. In such
circumstances, a range of supporting evidence should be used to make this assessment.

3.  Self declaration of freedom from diseaset-ot infection

A Members may make a self declaration according to Chapter 1.6. that its entire territory aeeuntey, a

gone ot a compartment is free from a /Jsted disease, based on the implementation of the provisions of the
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Terrestrial Code and the Terrestrial Mannal—see—televant—provistons—in—Chapter1-6. The VVeterinary

Authority may wish to transmit this information to the OIE Headguarters, which may publish the
information.

4.  International recognition of diseasetot infection free status

For diseases for which procedures exist whereby the OIE can officially recognise the existence of a
diseasefot infection—free country or zome, a Member wishing to apply for recognition of this status
should shall, via its Permanent Delegate, send to the OIE all the relevant documentation relating to
the country or gome concerned. Such documentation should be presented according to the
recommendations prescribed by the OIE for the appropriate animal diseases.

5.  Demonstration of freedom from infection

A surveillance system to demonstrate freedom from znfection should meet the following requirements in
addition to the general requirements fers#rpesane outlined in Article1:4.3. efthis-ehapter.

Freedom from infection implies the absence of the pathogenic agent in the country, gone or compartment.
Scientific methods cannot provide absolute certainty. of <the absence of znfection. Therefore

Ddemonstrating freedom from zufection involves providing sufficient evidence to demonstrate (to a
level of confidence acceptable to Members) that znfection with a specified pathogen if present, is

Qresent m less than a sgec1ﬁed Qrogortmn of the Qogulanon ts—ﬁet—prese&t—m—a—pep&l&ﬁeﬂ—l-ﬁ

However, finding evidence of énfection at any fesel prevalence in the target population automatically
invalidates any freedom fromy infestion claim unless otherwise stated in the relevant disease chapter. The
implications for the status of domestic animals of diseaset ot infection present in wildlife for—the-statas-of
demestiemmimatsin the same country or gome should be assessed in each situation, as indicated in the
relevant chapter.on each disease in the Terrestrial Code.

Evidence fromtargeted, random or non-random data sources, as stated before, may increase the level
of confidence or be able to detect a lower level of prevalence with the same level of confidence
compared to structured surveys.

Article 1.4.7.

Surveillance for distribution and occurrence of infection

Surveillance to determine the distribution and occurrence of znfection, disease or of other relevant healthz
related events is swdely used to assess progress and ald in dec1s1on making in the control or eradication of
selected diseases ot _infections and-pathogen deetstonmaking. It also has, keweves; relevance

for the international movement of am;mz/y and products Wheﬂ—mevemeﬂt—eee&rs—&meﬂg—mfeeted—ee&&fﬂes
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Annex VI (contd)

In contrast to surveillance to demonstrate freedom from znfection, surveillance used to assess progress in

control or eradication of selected diseases ot infections and-pathogens is usually designed to collect data about
a number of variables efanimal-health-relevanee;for-example such as:

1. prevalence or incidence of zufection;

2. morbidity and mortality rates;

3. frequency of diseaset ot infection risk factors and their quantification;

4. frequency distribution of herd sizes or the sizes of other epidemiological units,
5. frequency distribution of antibody titres;

6. proportion of immunised animals after a vaccination campaign;

7.  frequency distribution of the number of days elapsing between suspicion of #nfection and laboratory
confirmation of the diagnosis and/este the adoption of control' measures;

8.  farm production records;

9. role of wildlife in maintenance or transmission.of the zfection.

—  Text deleted
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CHAPTER 2. 1.
| MPORT RI SK ANALYSI S
EU position
The EU supportsthe adoption of thismodified chapter.
Article 2.1.1.
Introduction
>

The importation of animals and animal products involves a degree of disease risk to ‘the mporting country. This
risk may be represented by one or several diseases or infections. ‘ \
N

The principal aim of import risk analysis is to provide importing countries-with an objective and defensible
method of assessing the disease risks associated with the importation<of amimals, animal products, animal
genetic material, feedstuffs, biological products and pathological material. The analysis should be transparent.
This is necessary so that the exporting country is provided with clear reasons.for the imposition of import
conditions or refusal to import.

Transparency is also essential because data are often uncexin or incomplete and, without full
documentation, the distinction between facts and the analyst's value judgements may blur.

This chapter alludes to the role of the OIE with respect to'the Agreement on the Application of Sanitary
and Phytosanitary Measures (the so-called SPS Agregl&ent) of the World Trade Organization (WTO),
provides definitions and describes the OIE info\mal procedure for dispute mediation.

This chapter provides recommendations and’ principles for conducting transparent, objective and
defensible risk analyses for international trade. The components of risk analysis described in this chapter are
hazard identification, risk assessment, risk wanagement and risk communication (Figure 1).

( Q 1. The four components of risk analysis

Hazard Risk Risk
identification : assessment I management

| I I

Risk communication

The risk assessment is the component of the analysis which estimates the risks associated with a bazgard. Risk
assessments may be qualitative or quantitative. For many diseases, particulatly for those diseases listed in this
Terrestrial Code where there are well developed internationally agreed standards, there is broad agreement
concerning the likely 7isks. In such cases it is more likely that a qualitative assessment is all that is required.
Qualitative assessment does not require mathematical modelling skills to carry out and so is often the type
of assessment used for routine decision making. No single method of importt risk assessment has proven
applicable in all situations, and different methods may be appropriate in different circumstances.
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The process of import risk analysis usually needs to take into consideration the results of an evaluation of
Veterinary Services, zoning, compartmentalisation and surveillance systems in place for monitoring of animal
health in the exporting country. These are described in separate chapters in the Terrestrial Code.

Article 2.1.2.
Hazard identification

The hazard identification involves identifying the pathogenic agents which could potentially produce adverse
consequences associated with the importation of a commodity.

The potential agards identified would be those appropriate to the species being impotted, orry(orfl which
the commodity is derived, and which may be present in the exporting conntry. It is then necessary to identify
whether each potential hagard is already present in the zmporting conntry, and whether it is.a notifiable disease or
is subject to control or eradication in that country and to ensure that import measures are not more trade
restrictive than those applied within the country. b

Hazard identification is a categorisation step, identifying biological a/?ts dichotomously as potential hazards
or not. The risk assessment may be concluded if hazard identification. fails to identify potential bagards
associated with the importation. -

The evaluation of the Veterinary Services, surveillance._and * control programmes and zoning and
compartmentalisation systems are important inputs for assessing the likelihood of hazards being present in
the animal population of the exporting country.

An importing country may decide to permit the importation using the appropriate sanitary standards
recommended in the Terrestrial Code, thus eliminating thcgleed for a risk assessment.

Article 2.1.3.

4
Principles of risk assessment e ¥

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

2. Both qualitative risk assessment and guantitative risk assessment methods are valid.

3. 'The sk assessment should be based on the best available information that is in accord with current
scientific thinking. The assessment should be well-documented and supported with references to the
scientific literature and other sources, including expert opinion.

4. Consistency in risk assessment methods should be encouraged and #ransparency is essential in order to
ensure fairness and rationality, consistency in decision making and ease of understanding by all the

interested parties.

5. Risk assessments should document the uncertainties, the assumptions made, and the effect of these on
the final risk estimate.

6.  Riskincreases with increasing volume of commodity imported.

7. The risk assessment should be amenable to updating when additional information becomes available.
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Article 2.1.4.
Risk assessment steps
1. Entry Release assessment

Entry Release assessment consists of describing the biological pathway(s) necessary for an
importation activity to ‘release’{thatis; introduce} pathogenic agents into a particular environment,
and estimating the probability of that complete process occurring, either qualitatively (in words) or
quantitatively (as a numerical estimate). The entry release assessment describes the probability of the
‘release? entry of each of the potential hazards (the pathogenic agents) under each specified set of
conditions with respect to amounts and timing, and how these might change as a res 'Varlous
actions, events or measures. Examples of the kind of inputs that may be requlre&n the release

assessment are:

o

a) Biological factors

—  species, age and breed of animals y

—  agent predilection sites 'y

—  vaccination, testing, treatment and quatrantine. \ &
b) Country factors

—  incidence or prevalence

—  evaluation of Veterinary Servic eB mme ce and control programmes and zoning and
compartmentalisation systems of'the e@oﬁzng country.

¢) Commodity factors 2 ¥
quantity of mmmodz’g/\o be imported
case of ?tamix@on

effect of processing

effect of storage and transport.

If the entry M assessment demonstrates no significant risk, the 7isk assessment does not need to
continue. =

2. Exposure assessment
Exposure assessment consists of describing the biological pathway(s) necessary for exposure of
animals and humans in the zmporting country to the bazards (in this case the pathogenic agents) released
from a given risk source, and estimating the probability of the exposure(s) occurring, either
qualitatively (in words) or quantitatively (as a numerical estimate).

The probability of exposure to the identified hagards is estimated for specified exposure conditions
with respect to amounts, timing, frequency, duration of exposure, routes of exposure, such as feg:
ingestion, inhalation, or insect bite}, and the number, species and other characteristics of the animal
and human populations exposed. Examples of the kind of inputs that may be required in the
exposure assessment are:
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a) Biological factors

—  properties of the agent.

b) Country factors

—  presence of potential vectors
—  human and animal demographics
—  customs and cultural practices

—  geographical and environmental characteristics.

¢) Commodity factors ‘ ) i
—  quantity of commodity to be imported ‘ \\
—  intended use of the importted animals or products W
—  disposal practices. y 4
v

If the exposure assessment demonstrates no significant #isk, the 7isk assessment may conclude at this

step. \ h

3. Consequence assessment

Consequence assessment consists of deseribing the felationship between specified exposures to a
biological agent and the consequences o%hose g%osures. A causal process should exist by which
exposures produce adverse health or environmental consequences, which may in turn lead to socio-
economic consequences. The conséqueni assessment describes the potential consequences of a
given exposure and estimates the probability of them occurring. This estimate may be either
qualitative (in words) or quzm%ative (anumerical estimate). Examples of consequences include:
a)  Direct consequences
— animal zufection, a%ye and production losses
—  public health consequences.
b) . Indirect consequences
-
— xwwez'//ame and control costs
<  compensation costs
—  potential trade losses
—  adverse consequences to the environment.
4. Risk estimation
Risk estimation consists of integrating the results from the entry release assessment, exposure
assessment, and consequence assessment to produce overall measures of risks associated with the

hazards identified at the outset. Thus risk estimation takes into account the whole of the s pathway
from hazard identified to unwanted outcome.
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For a quantitative assessment, the final outputs may include:

—  estimated numbers of herds, flocks, animals or people likely to experience health impacts of
various degrees of severity over time;

—  probability distributions, confidence intervals, and other means for expressing the uncertainties
in these estimates;

—  portrayal of the variance of all model inputs;

—  a sensitivity analysis to rank the inputs as to their contribution to the wvariance of the risk
estimation output; ﬁ)

—  analysis of the dependence and correlation between model inputs. ‘ \\

_ >
Article 2.1.5.

V4

Principles of risk management 3

Risk management is the process of deciding upon and imple*nt?hg measures to achieve the Membet's
appropriate level of protection, whilst at the same time ‘ensuring that negative effects on trade are
minimized. The objective is to manage risk appropriately to ensure that a balance is achieved between
a country's desite to minimize the likelihood offrequency of disease incursions and their consequences
and its desire to import commodities and fulfil.its obl%ttions under international trade agreements.

W

2. The international standards of the OIE are the preferred choice of sanitary measures for risk managenent.

The application of these sanitary measures should be in accordance with the intentions in the standards.

A Article 2.1.6.

Risk management c?poneﬁ

1.

Risk evaluation —ithe process of comparing the 7/s& estimated in the 7is& assessment with the Member's
appropriate level of protection.

Option.evaluation — the process of identifying, evaluating the efficacy and feasibility of, and selecting
measutes to reduce the 7isk associated with an importation in order to bring it into line with the
Members:appropriate level of protection. The efficacy is the degree to which an option reduces the
likelihood asd/or magnitude of adverse health and economic consequences. Evaluating the efficacy
of'the options selected is an iterative process that involves their incorporation into the risk assessment
and then comparing the resulting level of ris& with that considered acceptable. The evaluation for
feasibility normally focuses on technical, operational and economic factors affecting the
implementation of the risk management options.

Implementation — the process of following through with the 7is& management decision and ensuring
that the 7isk management measures are in place.

Monitoring and review — the ongoing process by which the risk management measures are continuously
audited to ensure that they are achieving the results intended.
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Article 2.1.7.
Principles of risk communication

1. Risk communication is the process by which information and opinions regarding hagards and risks are
gathered from potentially affected and interested parties during a risk analysis, and by which the
results of the risk assessment and proposed risk management measures are communicated to the decision-
makers and interested parties in the zmporting and exporting countries. 1t is a multidimensional and
iterative process and should ideally begin at the start of the risk analysis process andicontinue
throughout.

2. A risk communication strategy should be put in place at the start of each risk analysis.

!{ 4
3. The communication of the risk should be an open, interactive, iterative and transparent.exchange of
information that may continue after the decision on importation. ( \
2

4. The principal participants in 7isk communication include the authorities in the exporting country and other
stakeholders such as domestic and foreign industry groups,<domestic livestock producers and
consumer groups.

4

5. The assumptions and uncertainty in the model, model inputs and the risk estimates of the risk

assessment should be communicated. h

6. Peer review is a component of 7isk communication in order to obtain scientific critique and to ensure
that the data, information, methods and assumptions are the best available.

v

YA

— Textdeleted\ )

2
>
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CHAPTER 3.2.

EVALUATION OF VETERINARY SERVICES

EU position

The EU supports the adoption of this modified chapter and has three commentsto be
taken into consideration by the Code Commission at its next meeting.

Article 3.2.1.

General considerations

1. Evaluation of Veterinary Services is an important element in the sk analysis process which countries

may legitimately use in their policy formulations directly applying.to animal health and sanitary
controls of international trade in animals, animal-derived products,animal genetic material and animal
feedstuffs.

Any evaluation should be carried out with due regard forChapter 3.1«

In order to ensure that objectivity is maximised in the evaluation process, it is essential for some
standards of discipline to be applied. The OIE has developed these recommendations which can be
practically applied to the evaluation of Veterinary Services. These are relevant for evaluation of the
Veterinary Services of one country by those of another country for the purposes of risk analysis in
international trade. The recommendations are also applicable for evaluation by a country of its own
Veterinary Services — the process known as self-evaluation — and for periodic re-evaluation. These
recommendations should be usediby OIE experts when facilitating an evaluation under the auspices
of the OIE, following a request of a Member. In applying these recommendations on the evaluation,
the OLE Too/ for the Evaluation.of Performance of | eterinary Services (OIE P1/S Tool) should be used.

In cartying out a 7isk analysis ptrior to deciding the sanitary# of zoosanitary conditions for the
importation of a commodity, an importing country is justified in regarding its evaluation of the Veterinary
Services of the exportingountryas critical.

The purpose of evaluation may be either to assist a national authority in the decision-making process
regarding priorities/to be given to its own [Vezerinary Services (self-evaluation) or to assist the process of
risk_analysis\in international trade in animals and animal-derived products to which official sanitary
and/or zoosanitary controls apply.

In both situations, the evaluation should demonstrate that the eterinary Services have the capability
for_effective control of the sanitary and zoosanitary status of animals and animal products. Key
elements to be covered in this process include adequacy of resources, management capability,
legislative and administrative infrastructures, independence in the exercise of official functions and
history of performance, including disease reporting.

Good governance is the key to competence, integrity and confidence in organisations. Mutual
confidence between relevant official Veterinary Services of trading partner countries contributes
fundamentally to stability in international trade in animals and animal-related products. In this situation,
scrutiny is directed more at the exporting country than at the smporting country.

Although quantitative data can be provided on Veterinary Services, the ultimate evaluation will be
essentially qualitative. While it is appropriate to evaluate resources and infrastructure (organisational,
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administrative and legislative), it is also appropriate to place emphasis on the evaluation of the quality
of outputs and performance of eterinary Services. Evaluation should take into consideration any
quality systems used by VVeterinary Services.

7. An importing country has a right of assurance that information on sanitary£ot zoosanitary situations
provided by the VVeterinary Services of an exporting country is objective, meaningful and correct.

Furthermore, the eterinary Services of the importing country are entitled to expect validity in the
veterinary certification of export.

8. An exporting country is entitled to expect that its animals and animal products will receive reasonable
and valid treatment when they are subjected to import inspection in the country of destination. The
country should also be able to expect that any evaluation of its standards and performance will be
conducted on a non-discriminatory basis. The importing country should be prepared and able to defend
any position which it takes as a consequence of the evaluation.

9. As the veterinary statutory body is not a part of the Veterinary Services, an evaluation of that'body should

be carried out to ensure that the registrationtor licensing of veterinarians and authotisation of veterinary
para-professionals 1s included.

Article 3.2.2.
Scope

1. In the evaluation of Veterinary Services, the following items may be considered, depending on the
purpose of the evaluation:

—  organisation, structure and authotity of the Veterinary Services,

—  human resources;

—  material (including financial) resources;

—  veterinary legislation, regulatory frameworks and functional capabilities;

—  animal health, anzmal welfare and veterinary public health controls;

—  formal quality systems including quality policy;

—  performance assessment and audit programmes;

— o participation in OIE activities and compliance with OIE Members’ obligations.

2.. To complement the evaluation of VVeterinary Services, the legislative and regulatory framework, the
organisational structure and functioning of the veterinary statutory body should also be considered.

3. Article 3.2.14. outlines appropriate information requirements for:

—  self-evaluation by the Veterinary Authority which perceives a need to prepare information for
national or international purposes;

—  evaluation by a prospective or actual importing country of the Veterinary Services of a prospective or
actual exporting conntry,

—  verification or re-verification of an evaluation in the course of a visit to the exporting country by
the importing country,
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—  evaluation by third parties such as OIE PVS experts or regional organisations.

Annex VIII (contd)

Article 3.2.3.
Evaluation criteria for the organisational structure of the Veterinary Services

1. A key element in the evaluation is the study of the organisation and structure of the official Veterinary
Services. The Veterinary Services should define and set out their policy, objectives and commitment to
quality systems and standards. These organisational and policy statements should be desctibed in
detail. Organisational charts and details of functional responsibilities of staff should be available for
evaluation. The role and responsibility of the Chief Veterinary Officer£ot Veterinary Director should
be cleatly defined. Lines of command should also be described.

2. The organisational structure should also clearly set out the interface relationships.of’government
Ministers and departmental Authorities with the Chief Veterinary Officet/or Vetetinary Director and
the Veterinary Services. Formal relationships with statutory authorities and.with industry organisations
and associations should also be described. It is recognised that Services may be‘subject to changes in
structure from time to time. Major changes should be notified to tradingpartners so that the effects
of re-structuring may be assessed.

3. Otganisational components of eterinary Services which have responsibility for key functional
capabilities should be identified. These capabilities include epidemiological surveillance, disease control,
import controls, animal disease reporting systems, animal identification systems, traceability systems,
animal movement control systems, communication of ‘epidemiological information, training,
inspection and certification. Laboratory and. field systems and their organisational relationships

should be desctibed.

4. To reinforce the reliability and credibility of their setvices, the VVeferinary Services may have set up
quality systems that correspond with their fields of activity and to the nature and scale of activities
that they carry out. Evaluation of such systems should be as objective as possible.

5. The Veterinary Authority alone speaks/for the country as far as official international dialogue is
concerned. This is alsosparticularly important to cases where zoning and compartmentalisation are
being applied. The responsibilities of the [eterinary Authority should be made clear in the process of
evaluation of [Veterinary Services.

6. The VeterinaryAuthority is defined in the Glossary of the Terrestrial Code. As some countries have some
relevant roles of the Weterinary Authority vested in autonomous sub-national (state, #provincial; ot
municipal) government bodies, there is an important need to assess the role and function of these
Services. Details“of their roles, relationship (legal and administrative) to each other and to the
VL eterinary Authority should be available for evaluation. Annual reports, review findings and access to
other information pertinent to the animal health activities of such bodies should also be available.

7. Similatly, where the VVeferinary Authority has arrangements with other providers of relevant services
such as universities, laboratories, information services, etc., these arrangements should also be
described. For the purposes of evaluation, it is appropriate to expect that the organisational and
functional standards that apply to the eterinary Authority should also apply to the service providers.

Article 3.2.4.
Evaluation criteria for quality systems
1. The Veterinary Services should demonstrate a commitment to the quality of the processes and outputs
of their services. Where services or components of services are delivered under a formal quality

systems programme which is based on OIE recommended standards or, especially in the case of
laboratory components of Veterinary Services other internationally recognised quality standards, the
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Veterinary Services undergoing evaluation should make available evidence of accreditation, details of
the documented quality processes and documented outcomes of all relevant audits undertaken.

Annex VIII (contd)

2. Where the VVeterinary Services undergoing evaluation make large use of formal quality systems in the
delivery of their services, it is appropriate that greater emphasis be placed on the outcomes of
evaluation of these quality systems than on the resource and infrastructural components of the
services.

Article 3.2.5.
Evaluation criteria for human resources

1. The Veterinary Services should demonstrate that their human resource component includes an integral
core of full-time civil service employees. This core should always include veserinarians. It should also
include administrative officials and veserinary para-professionals. The human'resources may also include
part-time and private sector veterinarians and veterinary para-professionals. It 1s essential that all the above
categories of personnel be subject to legal disciplinary provisions. DData relating to the resource base
of the eterinary Services undergoing evaluation should be available.

2. In addition to raw quantitative data on this resource base,‘the functions of the various categories of
personnel in the eterinary Services should be described in detail. This is necessary for analysis and
estimation of the appropriateness of the application.of qualified skills to the tasks undertaken by the
Veterinary Services and may be relevant, for example, tothe roles of veterinarians and veterinary para-
professionals in field services. In this case, the evaluation should provide assurances that disease
monitoring is being conducted by a sufficient aiumber of qualified, experienced field veterinarians who
are directly involved in farm visits; there'should notbe an over-reliance on veferinary para-professionals
for this task.

3. Analysis of these data can be used to estimate the potential of the VVeferinary Services to have reliable
knowledge of the state of animal health in the country and to support an optimal level of animal
disease control programmes.. A large’ population of private weterinarians would not provide the
Veterinary Services with<an effective epizootiological information base without legislative (e.g.
compulsory reporting of #ofifiable diseases) and administrative (e.g. official animal health surveillance
and reporting systems) mechanisms in place.

4.  These datasshould be assessed in close conjunction with the other information described in this
chapter. For example, a large field staff (veterinarians and veterinary para-professionals) need fixed, mobile
and budgetary resources for animal health activities in the livestock farming territory of the country.
If deficiencies are evident, there would be reason to challenge the validity of epizootiological
information.

Article 3.2.6.
Evaluation criteria for material resources
1. Financial

Actual yearly budgetary information regarding the Veterinary Services should be available and should
include the details set out in the model questionnaire outlined in Article 3.2.14. Information is
required on conditions of service for veterinary staff (including salaries and incentives), and should
provide a comparison with the private sector and perhaps with other professionals. Information
should also be available on non-government sources of revenue available to veferinarians in their
official responsibilities.
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Annex VIII (contd)

2. Administrative
a) Accommodation

The Veterinary Services should be accommodated in premises suitable for efficient performance of
their functions. The component parts of the Veterinary Services should be located as.closely as
possible to each other at the central level, and in the regions where they are represented, in
order to facilitate efficient internal communication and function.

b) Communications

The [Veterinary Services should be able to demonstrate that they have reliable access to effective
communications systems, especially for animal health surveillance and control programmes.

Inadequate communications systems within the field services componentsof these programmes
or between outlying offices and headquarters, or between the I eferinary Services and other
relevant administrative and professional services, signify an inherent weakness in these
programmes. Adequate communications systems between<laboratories and between field and
laboratory components of the 1Veferinary Services should also be demonstrated.

Examples of types of communications which should be routinely available on an adequate
country-wide basis are national postal, freight and telephone networks. Rapid coutier services,
facsimile and electronic data interchange systems, such as fesg: e-mail and Internet services} are
examples of useful communication services. which, if available, can supplement or replace the
others. A means for rapid international.communication should be available to the eterinary
Authority, to permit reporting“of changes in national disease status consistent with OIE
recommendations and to allow bilateral contact on urgent matters with counterpart [eterinary
Authorities in trading-partner countries.

¢) Transport systems

The availability‘of sufficient reliable transport facilities is essential for the performance of many
functions of eferinary. Services. This applies particularly to the field services components of
animal health activities, such as fe-g= emergency response visitsy. Otherwise, the [ezerinary Services
cannot assufre counterpart services in other countries that they are in control of the animal
health'situation within the country.

Appropriate means of transport are also vital for the satisfactory receipt of samples to be tested
at veterinary laboratories, for inspection of imports and exports, and for the performance of
animals and animal product inspection in outlying production or processing establishments.

3. Technical
Details available on laboratories should include resources data, programmes under way as well as

those recently completed and review reports on the role or functions of the laboratory. Information
as described in the model questionnaire should be used in the evaluation of laboratory services.

a)  Cold chain for laboratory samples and veterinary medicines
Adequate refrigeration and freezing systems should be available and should be used throughout
the country to provide suitable low temperature protection for laboratory samples in transit or

awaiting analysis, as well as veterinary medical products, such as {ese:- vaccinesy when these are
required for use in animal disease control programmes. If these assurances cannot be given, it

OIE Terrestrial Animal Health Standards Commission / February 2012



may be valid to discount many types of test results, as well as the effectiveness of certain disease
control programmes and the export inspection system in the country undergoing evaluation.

b) Diagnostic laboratories

Analysis of the laboratory service component of VVezerinary Services, which would include official
governmental laboratories and other laboratories accredited by the [eterinary Services for
specified purposes, is an essential element of the evaluation process. The quality of the
veterinary diagnostic laboratories of a country underpins the whole control and certification
processes of the zoosanitaryZot sanitary status of exported animals and animal products, and
therefore these laboratories should be subject to rigid quality assurance procedures and should
use international quality assurance programmes (wherever available) for standardising test
methodologies and testing proficiency. An example is the use of International Standard Sera for
standardising reagents.

EU comment

In the first sentence of the paragraph above, the word ""accredited mightlead to
confusion as this is a term widely used for quality assurance accreditation, while this
sentence concerns the specific approval of a laboratory by the Veterinary Services. Thus
it should be replaced by "approved' or "authorised".

Moreover, there should be an additional sentence added: **In countries where there is
more than one diagnostic laboratory for a given pathogen; the designation of a National
Reference Laboratory for that pathogen may contribute to the quality of analysis
performed by the diagnostic laboratories™.

This emphasis is valid whether one relates it to the actual testing performed on individual export
consignments or to the more broad and engoing testing regimes which are used to determine
the animal health and veterinary public health profiles of the country and to support its disease
control programmes. For the purposes of evaluation, veterinary diagnostic laboratories include
those which are concerned with eithet animal health or veterinary public health activities. The
Veterinary Services should approve and designate these laboratories for such purposes and have
them audited regularly.

¢) Research

The scope of-animal disease and veterinary public health problems in the country concerned,
the stages réached in the controls which address those problems and their relative importance
can be _measured to some degree by analysis of information on government priorities and
programmes for research in animal health. This information should be accessible for evaluation
purposes.

Article 3.2.7.

Legislation and functional capabilities

1.

Animal health, animal welfare and veterinary public health

The Veterinary Authority should be able to demonstrate that it has the capacity, supported by
appropriate legislation, to exercise control over all animal health matters. These controls should
include, where appropriate, compulsory notification of prescribed animal diseases, inspection,
movement controls through systems which provide adequate traceability, registration of facilities,
quarantine of infected premisesfor areas, testing, treatment, destruction of infected amimals ot
contaminated materials, controls over the use of veterinary medicines, etc. The scope of the
legislative controls should include domestic animals and their reproductive material, animal products,
wildlife as it relates to the transmission of diseases to humans and domestic animals, and other products
subject to veterinary inspection. Arrangements should exist for co-operation with the eterinary
Authorities of the neighbouring countries for the control of animal diseases in border areas and for
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establishing linkages to recognise and regulate transboundary activities. Within the structure of
Veterinary Services, there should be appropriately qualified personnel whose responsibilities include
animal welfare. Information on the veterinary public health legislation covering the production of
products of animal origin for national consumption may be also considered in the evaluation.

2. Export£ and import inspection

The Veterinary Authority should have appropriate legislation and adequate capabilities to prescribe the
methods for control and to exercise systematic control over the import and export processes of
animals and animal products in so far as this control relates to sanitary and zoosanitary matters. The
evaluation should also involve the consideration of administrative instructions to ensure the
enforcement of importing country requirements during the pre-expott petiod.

In the context of production for export of foodstuffs of animal origin, the Ieterinary Authority should
demonstrate that comprehensive legislative provisions are available for the oversight by/the relevant
authorities of the hygienic process and to support official inspection systems of these commodities
which function to standards consistent with or equivalent to relevant Codex Alimentarius and OIE
standards.

Control systems should be in place which permit the exporting [Veterinary Authority to approve export
premises. The Veterinary Services should also be able to conduct testing and treatment as well as to
exercise controls over the movement, handling and storage of exports and to make inspections at any
stage of the export process. The product scope of this export legislation should include, znter alia,
animals and animal products (including animal semen, ova and embryos), and animal feedstuffs.

The Veterinary Aunthority should be ablecto_demonstrate that they have adequate capabilities and
legislative support for zoosanitary control of imports and transit of animals, animal products and
other materials which may introduce animal diseases. This could be necessary to support claims by the
Veterinary Services that the animal health status of the country is suitably stable, and that cross-
contamination of exports from imports of unknown or less favourable zoosanitary status is unlikely.
The same considerations should apply.in respect of veterinary control of public health. The Veterinary
Services should be able” to demonstrate that there is no conflict of interest when certifying
veterinarians are performing official duties.

Legislation should also provide the right to deny amdfor withdraw official certification. Penalty
provisions applying to malpractice on the part of certifying officials should be included.

The Weterznary Services should demonstrate that they are capable of providing accurate and valid
cettification for exports of animals and animal products, based on Chapters 5.1. and 5.2. of the
Terrestrial Code. They should have appropriately organised procedures which ensure that sanitary/or
animal health certificates are issued by efficient and secure methods. The documentation control
system should be able to correlate reliably the certification details with the relevant export
consignments and with any inspections to which the consignments were subjected.

Security in the export certification process, including electronic documentation transfer, is important.

A system of independent compliance review is desirable, to safeguard against fraud in certification by
officials and by private individuals or corporations. The certifying veterinarian should have no
conflict of interest in the commercial aspects of the animals or animal product being certified and be
independent from the commercial parties.
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Article 3.2.8.
Animal health controls
1. Animal health status

An updated assessment of the present animal disease status of a country is an-impertant and
necessary procedure. For this undertaking, studies of the OIE publications such as World Animal
Health, the Bulletin and Disease Information should be fundamental reference points. The evaluation
should consider the recent history of the compliance of the country with its obligations regarding
international notification of animal diseases. In the case of an OIE Member, failure to provide the
necessary animal health reports consistent with OIE requirements will"detract from the overall
outcome of the evaluation of the country.

An exporting country should be able to provide further, detailed<elaboration of any elements of its
animal disease status as reported to the OIE. This additional information will have particular
importance in the case of animal diseases which are foreign to of strictly controlled in the zmporting
country or region. The ability of the eterinary Services to substantiate elements of their animal disease
status reports with surveillance data, results of monitoring programmes and details of disease history
is highly relevant to the evaluation. In the case of evaluation of the Veterinary Services of an exporting
country for international trade purposes, an importing country should be able to demonstrate the
reasonableness of its request and expectations in.this process.

2. Animal health control

Details of current animal disease control programmes should be considered in the evaluation. These
programmes would. include epidemiological surveillance, official government-administered or
officially-endorsed; industty-administered control or eradication programmes for specific diseases ot
disease complexes, :and animal disease emergency preparedness. Details should include enabling
legislation, programme plans for epidemiological surveillance and animal disease emergency
responses, | quarantine arrangements for infected and exposed animals or herds, compensation
provisions for animal owners affected by disease control measures, training programmes, physical
and-other barriers between the free country or zone and those infected, incidence and prevalence
data, tesource commitments, interim results and programme review reports.

3. National animal disease reporting systems

The presence of a functional animal disease reporting system which covers all agricultural regions of
the country and all veterinary administrative control areas should be demonstrated.

An acceptable variation would be the application of this principle to specific zones of the country. In
this case also, the animal disease reporting system should cover each of these zones. Other factors
should come to bear on this situation, e.g. the ability to satisfy trading partners that sound animal
health controls exist to prevent the introduction of disease or export products from regions of lesser
veterinary control.
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Annex VIII (contd)

Article 3.2.9.

Veterinary public health controls

1. Food hygiene

The Veterinary Authority should be able to demonstrate effective responsibility for the weterinary
public health programmes relating to the production and processing of animal products.iIf the
Veterinary Authority does not exercise responsibility over these programmes, the evaluation“should
include a comprehensive review of the role and relationship of the organisations (national, state,
#provincial; and municipal) which ate involved. In such a case, the evaluation should consider
whether the Veterinary Authority can provide guarantees of responsibility for an effective control of
the sanitary status of animal products throughout the slaughter, processing, transport and storage
periods.

2. Zoonoses

Within the structure of Veterinary Services, there should be appropriately qualified personnel whose
responsibilities include the monitoring and control of zoonetic discases and, where appropriate,
liaison with medical authorities.

3. Chemical residue testing programmes

Adequacy of controls over chemical residués.in exported animals, animal products and feedstuffs
should be demonstrated. Statistically-based surverllance and monitoring programmes for environmental
and other chemical contaminants in anizals, in.animal-derived foodstuffs and in animal feedstuffs
should be favourably noted. These programmes should be coordinated nationwide.

Correlated results should be freely available on request to existing and prospective trading partner
countries. Analytical methods and result reporting should be consistent with internationally
recognised standards. If official responsibility for these programmes does not rest with the Ieterinary
Services, there should be approptiate provision to ensure that the results of such programmes are
made available to the [eferinary Services for assessment. This process should be consistent with the
standards set by<the Codex Alimentarius Commission or with alternative requirements set by the
importing country-whete the latter are scientifically justified.

4. Veterinary medicines

It should be acknowledged that primary control over veterinary medicinal products may not rest with
the Weterinary Authority in some countries, owing to differences between governments in the division
of legislative responsibilities. However, for the purpose of evaluation, the VVeterinary Authority should
be able to demonstrate the existence of effective controls (including nationwide consistency of
application) over the manufacture, importation, export, registration, supply, sale and use of veterinary
medicines, biologicals and diagnostic reagents, whatever their origin. The control of veterinary
medicines has direct relevance to the areas of animal health and public health.

In the animal health sphere, this has patticular application to biological products. Inadequate controls
on the registration and use of biological products leave the 1Veferinary Services open to challenge over
the quality of animal disease control programmes and over safeguards against awimal disease
introduction in imported veterinary biological products.

It is valid, for evaluation putrposes, to seek assurances of effective government controls over

veterinary medicines in so far as these relate to the public health risks associated with residues of
these chemicals in animals and animal-derived foodstuffs. This process should be consistent with the
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standards set by the Codex Alimentarius Commission or with alternative requirements set by the
importing country where the latter are scientifically justified.

Annex VIl (contd)

5. Integration between animal health controls and veterinary public health

The existence of any organised programme which incorporates a structured system of information
feedback from inspection in establishments producing products of animal origin, in patticular weat or
dairy products, and applies this in animal health control should be favourably noted. Such
programmes should be integrated within a national disease surveillance scheme.

Veterinary Services which direct a significant element of their animal health programmes specifically
towards minimising microbial and chemical contamination of animal-derived products in the human
food chain should receive favourable recognition in the evaluation. There should be evident linkage
between these programmes and the official control of veterinary medicines and. relevant agricultural
chemicals.

Article 3.2.10.

Performance assessment and audit programmes

1. Strategic plans

The objectives and priorities of the Veterinary Services cannbe well evaluated if there is a published
official strategic plan which is regularly updated. Understanding of functional activities is enhanced if
an operational plan is maintained within the context of the strategic plan. The strategic and
operational plans, if these exist, should be included in'the evaluation.

Veterinary Services which use strategic ‘and' operational plans may be better able to demonstrate
effective management than couatries without such plans.

2. Performance assessment

If a strategic plan isusedydt is desirable to have a process which allows the organisation to assess its
own performance against its objectives. Performance indicators and the outcomes of any review to
measure achievements against pre-determined performance indicators should be available for
evaluation. The results:should be considered in the evaluation process.

3. Compliance

Matters, which can compromise compliance and adversely affect a favourable evaluation include
instances vof inaccurate or misleading official certification, evidence of fraud, corruption, or
interference by higher political levels in international veterinary certification, and lack of resources
and poor infrastructure.

It is desirable that the VVeferinary Services contain (or have a formal linkage with) an independent
internal unit, £sectionfot commission the function of which is to critically scrutinise their operations.
The aim of this unit should be to ensure consistent and high integrity in the work of the individual
officials in the VVeterinary Services and of the corporate body itself. The existence of such a body can be
important to the establishment of international confidence in the VVezerinary Services.

An important feature when demonstrating the integrity of the 1eferinary Services is their ability to take
corrective action when miscertification, fraud or corruption has occurred.

A supplementary or an alternative process for setting performance standards and application of
monitoring and audit is the implementation of formal quality systems to some or all activities for
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which the Veterinary Services are responsible. Formal accreditation to international quality system
standards should be utilised if recognition in the evaluation process is to be sought.

4. Veterinary Services administration

2)

b)

d)

g

Annual reports

Official government annual reports should be published, which provide information on the
organisation and structure, budget, activities and contemporary performance of the Veterinary
Services. Current and retrospective copies of such reports should be available to counterpart
Services in other countries, especially trade partners.

Reports of government review bodies

The reports of any periodic or ad hoc government reviews of eterinary Serviges or/of particular
functions or roles of the Veterinary Services should be considered in the evaluation process.

Details of action taken as a consequence of the review should also:be accessible.

Reports of special committees of enquiry or independentteview bodies

Recent reports on the Veterinary Services or elements of their role or function, and details of any
subsequent implementation of recommendations,contained in these reports should be available.
The Veterinary Services concerned should recognise that the provision of such information need
not be detrimental to the evaluation outcome; in fact, it may demonstrate evidence of an
effective audit and response programme. The supplying of such information can reinforce a
commitment to transpatrency.

In-service training and development programme for staff In order to maintain a progressive
approach to meeting the needs and challenges of the changing domestic and international role
of Veterinary Services, the national administration should have in place an organised programme
which provides approptiatetraining across a range of subjects for relevant staff. This
programme should include participation in scientific meetings of animal health organisations.
Such a programme should be used in assessing the effectiveness of the Services.

Publications

Veterinary Services can augment their reputation by demonstrating that their staff publish scientific
articles in refereed veterinary journals or other publications.

Formal linkages with sources of independent scientific expertise

Details of formal consultation or advisory mechanisms in place and operating between the
Veterinary Services and local and international universities, scientific institutions or recognised
veterinary organisations should be taken into consideration. These could serve to enhance the
international recognition of the VVeterinary Services.

Trade performance history

In the evaluation of the [eterinary Services of a country, it is pertinent to examine the recent
history of their performance and integrity in trade dealings with other countries. Sources of such
historical data may include Customs Services.
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Article 3.2.11.

Participation in OIE activities

Questions on a country's adherence to its obligations as a member of the OIE ate relevant to an
evaluation of the Veterinary Services of the country. Self-acknowledged inability or repeated failure of a
Member to fulfil reporting obligations to the OIE will detract from the overall outcome of the evaluation.
Such countries, as well as non-member countries, will need to provide extensive information regarding
their [eterinary Services and sanitary/ot zoosanitary status for evaluation purposes.

Article 3.2.12.

Evaluation of veterinary statutory body

Scope

In the evaluation of the weterinary statutory body, the following items may be considered, depending on
the purpose of the evaluation:

a)  objectives and functions;

b) legislative basis, autonomy and functional capacity;

¢) the composition and representation of the body's membership;

d) accountability and transparency of décision-making;
e) sources and management of funding;

f)  administration of training pfogrammes and continuing professional development for veterinarians
and veterinary para-professionals.

Evaluation of objectives and functions

The veterinary statutory body should define its policy and objectives, including detailed descriptions of its
powers and functions such as:

a) to regulate veferinarians and veterinary para-professionals through licensing amdfor registration of
such persons;

b) " to determine the minimum standards of education (initial and continuing) required for degrees,
diplomas and certificates entitling the holders thereof to be registered as wveterinarians and

veterinary para-professionals,

©) to determine the standards of professional conduct of veterinarians and veterinary para-professionals
and to ensure these standards are met.

Evaluation of legislative basis, autonomy and functional capacity

The wveterinary statutory body should be able to demonstrate that it has the capacity, supported by
appropriate legislation, to exercise and enforce control over all weterinarians and wveterinary para-
professionals. These controls should include, where appropriate, compulsory licensing and registration,
minimum standards of education (initial and continuing) for the recognition of degrees, diplomas and
certificates, setting standards of professional conduct and exercising control and the application of
disciplinary procedures.
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The veterinary statutory body should be able to demonstrate autonomy from undue political and
commercial interests.

Where applicable, regional agreements for the recognition of degrees, diplomas and certificates for
veterinarians and veterinary para-professionals should be demonstrated.

Evaluation of membership representation

Detailed descriptions should be available in respect of the membership of the veterinary statutory body
and the method and duration of appointment of members. Such information includes:

a)  wveterinarians designated by the Veterinary Authority;seeh-as-the-Chief Veterinary Officer;
b)  wveterinarians elected by members registered by the veterinary statutory body;

©)  wveterinarians designated or nominated by the veterinary association(s);

d) representative(s) of veterinary para-professions;

e) representative(s) of veterinary academia;

f)  representative(s) of other stakeholders from the private sectot;

@) election procedures and duration of appointment;

h) qualification requirements for members.

Evaluation of accountability and transparency of decision-making

Detailed information should be available on disciplinary procedures regarding the conducting of
enquiries into professional misconduct, transparency of decision-making, publication of findings,
sentences and mechanisms for appeal.

Additional information regarding the publication at regular intervals of activity reports, lists of
registered ‘or licensed persons including deletions and additions should also be taken into
consideration:

Evaluation of financial sources and financial management

Information regarding income and expenditure, including fee structure(s) for the licensing/ot
registration of persons should be available.

Evaluation of training programmes and programmes for continuing professional development, for
veterinarians and veterinary para-professionals

Descriptive summary of continuing professional development, training and education programmes
should be provided, including descriptions of content, duration and participants; documented details
of quality manuals and standards relating to Good Veterinary Practice should be provided.

Evaluation of mechanisms for coordination between Veterinary Authority and veterinary statutory
body
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The exact mechanisms will vary according to the national governance systems.

Article 3.2.13.

1. The Veterinary Services of a country may undertake self-evaluation against the above criteria for such
purposes as national interest, improvement of internal efficiency or export trade facilitation. The way
in which the results of self-evaluation are used or distributed is a matter for the country concerned.

2. A prospective importing conntry may undertake an evaluation of the VVeferinary Services of an exporting
country as part of a risk analysis process, which is necessary to determine the sanitary or zoosanitary
measures which the country will use to protect human or animal life or health from disease or pest
threats posed by imports. Periodic evaluation reviews are also valid following the commencement of
trade.

3. In the case of evaluation for the purposes of iuternational trade, the authorities of an imporiing conntry
should use the principles elaborated above as the basis for the evaluation.and should attempt to
acquire information according to the model questionnaire outlined in Article 3.2.14:=The eterinary
Services of the importing country are responsible for the analysis of details and fot determining the
outcome of the evaluation after taking into account all the relevant information. The relative ranking
of importance ascribed, in the evaluation, to the criteria describeddn this chapter will necessarily vary
according to case-by-case circumstances. This ranking should be established in an objective and
justifiable way. Analysis of the information obtained in the course of an evaluation study should be
performed in as objective a manner as possible. The validity of the information should be established
and reasonableness should be employed in its application. The assessing country should be willing to
defend any position taken on the basis of this type ofinformation, if challenged by the other party.

Article 3.2.14.

This article outlines appropriate information requirements for the self-evaluation or evaluation of the
Veterinary Services of a country.

1. Organisation and structure of Veterinary Services
a) National VeterinaryAuthority

Organisational chart including numbers, positions and numbers of vacancies.

b)  Sub-national components of the Veterinary Authority

Otganisational charts including numbers, positions and number of vacancies.

¢) «Other providers of veterinary services

Deseription of any linkage with other providers of veterinary services.

2. National information on human resources
a)  Veterinarians

i)  Total numbers of veferinarians registeredfot licensed by the Veterinary statutory body of the
country.

i)  Numbers of:

—  full time government vezerinarians: national and sub-national;

—  part time government vezerinarians: national and sub-national;
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Annex VIII (contd)

—  ptivate veterinarians authorised by the VVeterinary Services to perform official veterinary
functions [Describe accreditation standards, responsibilities andd-or limitations applying tothese
private veterinarians. ]

—  other veterinarians.

iii)  Animal health:

Numbers associated with farm livestock sector on a majority time basis‘in a weterinary
capacity, by geographical area [Show categories and numbers to differentiate staff involved
in field service, laboratory, administration, import£and export and other functions, as

applicable.]:

—  tull time government veterinarians: national and sub-national;
—  part time government veferinarians: national and sub-national;
—  other veterinarians.

iv) Veterinary public health:
Numbers employed in food inspection on a majority time basis, by commodity [Show
categories and numbers to differentiate Staff involved in inspection, laboratory and other functions, as
applicable.]:
—  full time government seterinarians: national and sub-national;
—  part time government veferinarians: national and sub-national;

—  other veterinarians.

v)  Numbers of veterinarians relative to certain national indices:

—  pettotal human population;
—  per farmlivestock population, by geographical area;
= perlivestock farming unit, by geographical area.

vi),. Veterinary education:

number of veterinary schools;

—  length of veterinary course (years);

—  curriculum addressing the minimum competencies of day 1 veterinary graduates to
assure the delivery of quality veterinary services, as described in the relevant chapter(s)
of the Tervestrial Code;

—  international recognition of veterinary degtee.

vii) Veterinary professional associations.

b)  Graduate personnel (non-veterinary)
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c)

d)

f

g)

Details to be provided by category (including biologists, biometricians, economists, engineers,
lawyers, other science graduates and others) on numbers within the eterinary Authority and
available to the Veterinary Authority.

Veterinary para-professionals employed by the Veterinary Services

1) Animal health:

—  Categories and numbers involved with farm livestock on a majority time basis:
* by geographical area;

*  proportional to numbers of field Veterinary Officers in the Vetetinary Services,
by geographical area.

—  Educationfot training details.

i)  Veterinary public health:

—  Categories and numbers involved in food inspection on a majority time basis:

. meat inspection: export meat establishments with an export function and domestic
meat establishments (no export function);

e dairy inspection;

*  other foods.
—  Numbers in importfand expott inspection.
—  Educationfot training details.

Support personnel

Numbers directly available to Veterinary Services per sector (administration, communication,
transport).

Descriptive summary of the functions of the various categories of staff mentioned above
Veterinary, seterinary para-professionals, livestock owner, farmer and other relevant associations

Additional information and/or comments.

3. Financial management information

3

b)

Total budgetary allocations to the Veterinary Authority for the current and past two fiscal years:

i) for the national Veterinary Authority;
i)  for each of any sub-national components of the Veterinary Authority;
iif) for other relevant government-funded institutions.

Sources of the budgetary allocations and amount:

i)  government budget;
i)  sub-national authorities;
ii) taxes and fines;

iv) grants;
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V)  private services.

¢) Proportional allocations of the amounts in a) above for operational activities and for the
programme components of [Veterinary Services.

d) Total allocation proportionate of national public sector budget. [This data may be necessary for
comparative assessment with other countries which should take into account the contexts of the importance of the
livestock sector to the national economy and of the animal health status of the country.]

e) Actual and proportional contribution of animal production to gross domestic product.
4. Administration details
a)  Accommodation

Summary of the numbers and distribution of official administrative centres of the eterinary
Services (national and sub-national) in the country.

b) Communications

Summary of the forms of communication systems available to.the [eferinary Services on a nation-
wide and local area bases.

c) Transport

1)  Itemised numbers of types of functional transport available on a full-time basis for the
Veterinary Services. In addition provide details of transport means available part-time.

i)  Details of annual funds available for maintenance and replacement of motor vehicles.

5. Laboratory services

a)  Diagnostic laboratories (laboratories engaged primarily in diagnosis)

i)  Descriptive summary of the organisational structure and role of the government veterinary
laboratory service in particular its relevance to the field Vezerinary Services.

i)  Numbers of veterinary diagnostic laboratories operating in the country:

— . government operated laboratories;

=. . private laboratories accredited by government for the purposes of supporting
officialor officially-endorsed animal health control or public health testing and
monitoring programmes and importFand export testing.

EU comment

The word "accredited’ above and "accreditation™ below might lead to confusion as
these are terms widely used for quality assurance accreditation, while this point
concerns the specific approval of laboratories by the government. Thus they should be
replaced by "approved™ or ""authorized™ and "‘approval® or ""authorisation™.

Moreover, for reasons of consistency, the term "*government’* above should be replaced
by ""Veterinary Services".

iif) Descriptive summary of accreditation procedures and standards for private /aboratories.
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iv) Human and financial resources allocated to the government veterinary /aboratories, including
staff numbers, graduate and post-graduate qualifications and opportunities for further
training.

v)  List of diagnostic methodologies available against major diseases of farm livestock (including
poultry).

EU comment

In point v) above, the following should be added: "'List of related National Reference
Laboratories, if any.™

0.

b)

x1)

Details of collaboration with external /laboratories including international “reference
laboratories and details on numbers of samples submitted.

Details of quality control and assessment (or validation) programmes operating within the
veterinary laboratory service.

Recent published reports of the official veterinary laboratory service:which should include
details of specimens received and foreign animal disease investigations made.

Details of procedures for storage and retrieval of information on specimen submission and
results.

Reports of independent reviews of the laboratory service conducted by government or
private organisations (if available).

Strategic and operational plans for the official veterinatylaboratory service (if available).

Research laboratories (laboratories engaged primarilyin teseatch)

i)

ii)
iii)

iv)

Numbers of veterinary research /aboratories operating in the country:

—  government operated laboratories;

—  ptivate laboratoriesinvelved in full time research directly related to animal health and
veterinary public health matters involving production animal species.

Summary of human and financial resources allocated by government to veterinary research.
Published programmes of future government sponsored veterinary research.

Annual repofts of the government research laboratories.

Veterinary legislation, regulations and functional capabilities

o)

Animal health'and veterinary public health

D

Assessment of the adequacy and implementation of relevant legislation (national or sub-
national) concerning the following:

— animal and veterinary public health controls at national frontiers;

—  control of endemic animal diseases, including zoonoses;

—  emergency powers for control of exotic disease outbreaks, including zoonoses;
—  inspection and registration of facilities;

—  animal feeding;

—  veterinary public health controls of the production, processing, storage and marketing
of meat for domestic consumption;
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—  veterinary public health controls of the production, processing, storage and marketing
of fish, dairy products and other foods of animal origin for domestic consumption;

—  registration and use of veterinary pharmaceutical products including vaccines;
—  animal welfare.

Assessment of ability of Ieterinary Services to enforce legislation.

b) Exportfand import inspection

i)

ii)

Assessment of the adequacy and implementation of relevant national legislation
concerning:

—  veterinary public health controls of the production, processing,  storage »and
transportation of meat for export;

—  veterinary public health controls of production, processing, storage and marketing of
fish, dairy products and other foods of animal origin for export;

— animal health and veterinary public health controls ofthe export and import of
animals, animal genetic material, animal products, animal feedstuffs and other products
subject to veterinary inspection;

— animal health controls of the importation; usesand bio-containment of organisms
which are aetiological agents of animal diseases, and of pathological material;

— animal health controls of importation “of veterinary biological products including
vaccines;

—  administrative powers available to. [eferinary Services for inspection and registration of
facilities for veterinary control. putposes (if not included under other legislation
mentioned above);

—  documentation and compliance.

Assessment of ability of Weterinary Services to enforce legislation.

7. Animal health and veterinary public health controls

a)  Animal health

i)

i)

iii)

Description of and sample reference data from any national animal disease reporting
system controlled and operated or coordinated by the VVeterinary Services.

Description of and sample reference data from other national animal disease reporting
systems controlled and operated by other organisations which make data and results
available to Veterinary Services.

Description and relevant data of current official control programmes including:

—  epidemiological surveillance or monitoring programmes;

—  officially approved industry administered control or eradication programmes for
specific diseases.

Description and relevant details of animal disease emergency preparedness and response
plans.

Recent history of animal disease status:
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b)

animal diseases eradicated nationally or from defined sub-national zones in the last ten
years;

animal diseases of which the prevalence has been controlled to a low level in the last ten
years;

animal diseases introduced to the country or to previously free sub national regions in
the last ten years;

emerging diseases in the last ten years;

animal diseases of which the prevalence has increased in the last ten years.

Veterinary public health

i)

Food hygiene

Annual national slaughter statistics for the past three years according to-official data by
species of animals (bovine, ovine, porcine, caprine, poultry, farmed game, wild game,
equine, other).

Estimate of total annual slaughterings which occut butate.not recorded under official
statistics.

Proportion of total national slaughter which oceurs infegistered export establishments,
by category of aninal.

Proportion of total national slaughter which occurs under veterinary control, by
category of aninal.

Numbers of commercial freshmeat establishments in the country which are registered
for export by the Veterinary Authority:

*  slaughterbonses (indicate species of animals);

*  cuttingfor packing plants (indicate meat type);

*  meatprocessing establishments (indicate meat type);
* . cold stores.

Numbers of commercial fresh meat establishments in the country approved by other
importing countries which operate international assessment inspection programmes
associated with approval procedures.

Numbers of commercial fresh meat establishments under direct public health control of
the Veterinary Services (including details of category and numbers of inspection staff
associated with these premises).

Description of the veterinary public health programme related to production and
processing of animal products for human consumption (including fresh meat, poultry
meat, meat products, game meat, dairy products, fish, fishery products, molluscs and
crustaceans and other foods of animal origin) especially including details applying to
exportts of these commuodities.

Descriptive summary of the roles and relationships of other official organisations in
public health programmes for the products listed above if the [eterinary Authority does
not have responsibility for those programmes which apply to national production
destined to domestic consumption asetor exports of the commodities concerned.
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i) Zoonoses

—  Descriptive summary of the numbers and functions of staff of the Ieterinary Authority
involved primarily with monitoring and control of zoonotic diseases.

—  Descriptive summary of the role and relationships of other official organisations
involved in monitoring and control of zeonoses to be provided if the Veterinary Authority
does not have these responsibilities.

iif) Chemical residue testing programmes

—  Descriptive summary of national surveillance and monitoring programmes for
environmental and chemical residues and contaminants applied to animal-derived
foodstuffs, animals and animal feedstuffs.

—  Role and function in these programmes of the [eterinary Authority and other Veterinary
Services to be described in summary form.

—  Descriptive summary of the analytical methodologies used and their consistency with
internationally recognised standards.

iv) Veterinary medicines

—  Descriptive summary of the administrative’ ands technical controls involving
registration, supply and use of veterinary pharmaceutical products especially including
biological products. This summary should include a focus on veterinary public health
considerations relating to the use of these products in food-producing aninals.

—  Role and function in these programmes,of the Veterinary Authority and other Veterinary
Services to be described in summary form.

8. Quality systems

a)  Accreditation
Details and evidence of any current, formal accreditation by external agencies of the eterinary
Services of any components thereof.

b)  Quality manuals

Documented details of the quality manuals and standards which describe the accredited quality
systems of the VVeterinary Services.

¢) Audit

Details of independent (and internal) audit reports which have been undertaken of the VVeterinary
Services of components thereof.

9. Performance assessment and audit programmes
a)  Strategic plans and review
i)  Descriptive summary and copies of strategic and operational plans of the eterinary Services
organisation.

i)  Descriptive summary of corporate performance assessment programmes which relate to
the strategic and operational plans - copies of recent review reports.

b) Compliance
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Descriptive summary of any compliance unit which monitors the work of the Veterinary Services
(or elements thereof).

¢) Annual reports of the Veterinary Authority

Copies of official annual reports of the national (sub-national) [eterinary Authority.

d) Other reports

i)  Copies of reports of official reviews into the function or role of the Ieferinary Services which
have been conducted within the past three years.

i)  Descriptive summary (and copy of reports if available) of subsequent action taken on
recommendations made in these reviews.

e) Training

i)  Descriptive summary of in-service and development programmes provided by the
Veterinary Services (or their parent Ministries) for relevantstaff.

i)  Summary descriptions of training courses and duration.

iif) Details of staff numbers (and their function) who participated in these training courses in
the last three years.

f)  Publications

Bibliographical list of scientific publications by staff members of Veferinary Services in the past
three years.

@) Sources of independent scientific expertise

List of local’and international universities, scientific institutions and recognised veterinary
organisations with which the [ eterinary Services have consultation or advisory mechanisms in
place.

10. Membership of the OIE

State if country is a member of the OIE and period of membership.

—  Text deleted
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Annex IX
CHAPTER 3. 3.
COMMUNI CATI ON
EU position
The EU thanksthe Ol E and supportsthe adoption of this modified chapter.
Article 3.3.1.
General considerations X

In general, communication entails the exchange of information between vatious individual, institutional and public
groups for purposes of informing, guiding and motivating action. The application 1 the science and technique of
communication involves modulating messages according to situations, objectives and target gtoups.

5

The recognition of communication as a discipline of the Veferinary Services and'its incorporation within it is critical for
their operations. The integration of veterinary and communicati} expertises is essential for effective

communication.
4

(surveillance, eatly detection and rapid response, prevention and.control), animal welfare and veterinary public health

Communication should be an integral part of all the activities Of&he Wetetinary Services including animal health
(food safety, zoonoses) and veterinary medicine.

Objectives of this chapter on communication for the Teserinary Services are to provide guidance for the development
of a communication system, strategic and operational communication plans and elements to assess their quality.

A
NNMe&&Z

4
Principles of communication e O

1. Veterinary Services should have the authority and capability to communicate on matters within their
mandate.

2. Veterinary and c{munice&n expertise should be combined.

3. Communication should be targeted and follow the fundamental criteria of transparency, consistency,
timeliness, balance, accuracy, honesty and empathy and respect the fundamental principles of quality
of Veterinary Me; (Article 3.1.2.).

M
4. Commun{cation should be a continuous process.

5. Weterinary Services should be-—respenstblefor have oversight of planning, implementing, monitoring,

evaluating and revising their strategic and operational communication plans.
Article 3.3.3.
Definitions

Communication: means the discipline of informing, guiding and motivating individual, institutional and public
groups, ideally on the basis of interactive exchanges, about any issue under the competence of the Veterinary Services.

Crisis: means a situation of great threat, difficulty or uncertainty when issues under the competence of the Veterinary
Services require immediate action.
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Crisis communication: means the process of communicating information as accurately as possible, albeit ef
potentially incomplete, aatare within time constraints in the event of a crisis.

Outbreak communication: means the process of communicating in the event of an outhreak. Outbreak
communication includes notification.

Article 3.3.4.
Communication system

In addition to the Principles fex of Communication the following elements should be used in conjunction
with Chapter 3.1., when planning, implementing and assessing a communication system:

1. Oroanisational chart indicating a direct link between the communication personnel and the

Veterinary Authority, through the chain of command, such as fee= dedicated communieation unit,
communication officer} ‘ ) N

2. Human resources
a) Identified and accessible official communication focal point ( \\
o
b)  Job descriptions of communication personnel identifying roles and responsibilities

¢) Sufficient number of qualified personnel with knowledge, skills, attitude and abilities relevant to

communication
Q

d) Continuous training and education on communication. provided to communication personnel.
3. Financial and physical resources
a)  Clearly identified budget for commut"cadonﬁt provides adequate funding
b) Provision asdfor access t0 approptiate material resources in order to carry out roles and
responsibilities: suitable premises#or accommodation that is adequately equipped with sufficient

office and technical equi*nent, including information technology and access to the Internet.

Management of the communication system

a)  Roles and responsibilities of the communication personnel

1)  Report to the Veterinary Anthority

ii) Engag in decision-making process by providing guidance and expertise on communication
issues to the Veterinary Services

i) Be responsible for the planning, implementation and evaluation of the strategic and
¢ operational plans for communication and relevant standard operating procedures

iv) Function as contact point on communication issues for the VVeterinary Services

wv) Provide and coordinate continuous education on communication for the Veterinary
Services.

Annex I X (contd)
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b)  Strategic plan for communication

A well-designed strategic plan for communication should support the [eterinary Services strategic
plan and have management support and commitment. The strategic plan for communication
should address all high level organisation-wide long-term communication objectives. Fheplan

should-bealonetermplan.

A strategic plan for communication should be monitored, periodically reviewed and should
identify measurable performance objectives and techniques to assess the effectiveness of
communication.

The strategic plan for communication should consider the different types of commuanication:
routine communication, 7is& communication, outbreak communication and crisis"communication,
to allow individuals, affected amdfor interested parties, an entire community or the"general
public to make best possible decisions and be informed of andfetaeeept policy decisions and

their rationale.
CAS

The key outcomes in effectively implementing a strategic plan‘for:communication are increased
knowledge and awareness of issues by the public and stakeholders, higher understanding of the
role of the Veterinary Services, higher visibility of andlnproved trust and credibility in the
Veterinary Services. These will enhance understanding andfof acceptance of policy decisions and

subsequent change of perception, attitude asd/or behaviour.
A

c¢) Operational plans for communication

Operational plans for communication should be‘based on the assessment of specific issues and
should identify specific objectives aiid targ‘?’audiences such as staff, partners, stakeholders,

media and the general public.
4

Each operational plan for'communication should consist of a well-planned series of activities
using different techniques, tools; messages and channels to achieve intended objectives and
utilising available resources within a specific timeframe.

ON

—  Text deleted
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Annex X

CHAPTER 3. 4.

VETERI NARY LEGI SLATI ON

EU position
The EU thanksthe OIE and supportsin general the adoption of this new chapter but
has comments, some of which should be taken into account befor e adoption.

Indeed, the EU supportsthe adoption of this new chapter 3.4. on veterinary legislation
and itsinclusion in the OIE Terrestrial Code, aslong asthisrepresentsireal i“elp,for
Membersand will not be used to create unjustified barriersto trade.

Article 3.4.1.
rticle ( \\

Introduction and objective \

Good governance is a recognised global public good and is of ‘critical importance to OIE Members.

Legislation is a key element in achieving good governance. g

Veterinary legislation should, at a minimum, provide “a bas\for Competent Authorities to meet their
obligations as defined in the Terrestrial Code and the relevant recommendations of the Codex Alimentarius

Commission. In addition, there is an obligation for World Trade Organization (WTO) Members under the

Agreement on the Application of Sanitary and Phytosanitary Measures SPS Agtreement) to
notify the WTO of changes in sanitary measures, including changes in legislation that affect sanita

. . . v
measures, and provide relevant information. 4

For the purposes of the Terrestrial Cade, veterinagy legislation comprises all legal instruments necessary for
the governance of the veterinary domain.

D

The objective of this chapter is to provide advice and assistance to OIE Members when formulating or
modernising veterinary gislati/‘so as to comply with OIE standards, thus ensuring good governance of

the entire veterinary domain.

Article 3.4.2.

Rzt

.

Definitions

For the purposes of this chapter the following definitions apply:

Hierarch{ of legislation: means the ranking of the legal instruments as prescribed under the
fundamental law (e.g. the constitution) of a country. Respect for the hierarchy means that each legal

instrument must comply with higher order legal instruments.

Legal certainty: means the situation in which the legislation is clear, coherent, stable and transparent, an

protects citizens are-proteeted against any adverse side effects of legal instruments. The-sitaation-eoflegal

- a \ ot
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EU comment

The definitions of " legal certainty” and " quality of legislation" should be deleted and
moved to Article 3.4.3 point 5 wherethey belong. Indeed, theseterms are used only once
in this chapter and these two elements are principles and should not require specific
definitions. See below for wording of Article 3.4.3.

Legal instrument: means the legally binding rule that is issued by a body with the required legal authority
to issue the instrument.

Eegislative —quality Quality of legislation: means the technical relevance, acceptability to society,

sustainability in technical, financial and administrative terms and provision of a basis for effective

implementation of laws.

>

-~ _Y
Primary legislation: legal instruments issued by the legislatare legislative branch of government.

EU comment \

Thisamendment isnot supported by the EU asin many countriesitisnot the
government but the parliament that issues primary Iegi;ation. Thisdiversity iswell
reflected in theinitially used term " legislature” . An alter native would be to use the
dictionary definition of " legislature" : " the legislative bedy of a country or state".

Secondary legislation: means the legal instruments issuedsby & executive branch of government under
the authority of primary legislation. and-relatingto-the regulated-domain. The-equivalentterm;subsidiary
pE— L s,

Stakeholder: means a person, group, ot orga{ﬁsatiogYhat can affect or be affected by the impacts of
veterinary legislation.

‘ ‘
Veterinary domain: means all the activities that are directly or indirectly related to animals, their products
and by-products, which helpto proteet, maintain and improve the health and welfare of humans,

including by means of the protection of-animal health and welfare, and food safety.

)N\

Veterinary legislation: means the collection of specific legal instruments (primary and secondary

legislation) requited for the governance of the veterinary domain.

.

Article 3.4.3.
General principles

4
1. Respect for the hierarchy of legislation

Veterinary legislation should scrupulously respect the hierarchy between primary legislation and
secondary legislation.

2. Legal basis

Competent Authorities should have available the primary legislation and secondary legislation necessary
to carry out their activities at all administrative and geographic levels.
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Veterinary legislation should be consistent with national and international law, as appropriate,

including civil, penal and administrative laws.

3. Transparency

Veterinary legislation should be inventoried and be readily accessible and intelligible for use, updating

and modification, as appropriate.

Competent  Authorities should ensure communication of veterinary legislation and related

documentation to stakeholders.
4.  Consultation

The drafting of new and revised legislation relevant to the veterinary domain should be a consultative

process involving Competent Authorities and legal experts to ensure that the resulting legislation is

(A

To facilitate implementation of the veterinary legislation, Competent Authorities should establish

scientifically, technically and legally sound.

relationships with stakeholders, including taking steps to emsutre that they patticipate in the
development of significant legislation and required follow—up/

5. Eegislativeguality Quality of legislation and legal certainty \

A high quality of legislation is essential for achieving legal certainty.

Ag

EU comment

The definitions of " legal certainty” and "quality of legislation" should be deleted and
moved to Article 3.4.3 point l;'\Wherethey belong. Indeed, theseterms are used only once
in this chapter.

Point 5aboveshou d thusread: " glslatlon should be clear, coherent, stable and
t citizens against unintended adver se side effects of |

nstruments and thereb;g provide citizenswith legal certainty. Quallt;g of legidation is

the techni n tability t i ility in technical
financial and admi istrativetermsand increase possibilities for effective
implementation of laws. A high quality of legislation is essential for achieving legal
certainty."
Article 3.4.4.
A

The drafting of veterinary legislation

Veterinary legislation should:

a)  be drafted in a manner that establishes clear rights, responsibilities and obligations (i.e. ‘normative’);
b) be unambiguous, with clear and consistent syntax and vocabulary;

©) be precise and accurate even if this results in repetition and a cumbersome style;
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d) contain no definitions that create any conflict or ambiguity;
e) include a clear statement of scope and objectives;

f) provide for the application of penalties and sanctions, either criminal or administrative, as
appropriate to the situation; and

g) make provision for the financing needed for the execution of all activities of Competent Authorities.

EU comment

The point g) above might lead to confusion. The EU has already commented on that and
would not support thetext if itscomment is not taken into account.

It should be clear that the veterinary legidation is separated from the national
budgetary legal act and possible funding systemsthat include more sourcesthan the
national budget. Thusthe point g) should be reworded asfollows: " g) make provision
for thefinancing needed for the execution of all activities of Cor;zetent A\thorities@
should be ensured in accordance with the national funding system.”"

Article 3.4.5.

. . V4
Mattersrelating tethe Competent Authorityies ,

Competent _Authorities_should be organised to ensure that all necessary actions are taken quickly and
oherently to address animal health and public health emergencies effectively.

EU comment

Animal welfare should beincluded in th sentence above: "animal health, public health
and animal welfare emergencies'.

Veterinary legislation should provide for a ¢hain of command that is as effective as possible (i.c. shott,
with all responsibilities clearly defined). For this purpose, the responsibilities and powers of Competent
Aunthorities, from the central level tONhose responsible for the implementation of legislation in the field,
should be clearly deﬁneﬁl. Whete more than one Competent Authority is involved Herexample, such as in
relation to environmental, food‘szbfetg or other public health matters} a reliable system of coordination and

cooperation should be inplace.

Competent, Anthorities should appoint technically qualified officials to take any actions needed for

implementation or verification of compliance with the veterinary legislation, respecting the principles of
independénce and impartiality prescribed in Article 3.1.2.

1. Necessary powers of the Competent Authority

The veterinary legislation should also ensure that:

a) officials have the legal authority to intervene in accordance with the legislation and the penal

procedures in force;

b)  while conducting their duties, officials are protected against legal action and physical harm;
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EU comment

It should be clear that disciplinary sanction can be conducted, thusthe following words
should be added at the beginning of point b): " without prejudiceto ruleson disciplinary
sanctions'.

0

d)

the powers and functions of officials are explicitly and thoroughly listed to protect the rights of
stakeholders and the general public against any abuse of authority. This includes respecting
confidentiality, as appropriate; and

at least the following powers are available through the primary legislation:

i) access to premises and vehicles for carrying out inspections;
i) access to documents;
\)
iif)  taking samples;
iv) retention (setting aside) of animals and goods, pending a decisi‘ on ﬁhahsposition;
b
v)  seizure of animals, products and food of animal origin;
vi) suspension of one or more activities of an inspected establishment;
vil) temporary, partial or complete closure of inspect\ establishments; and

vili) suspension or withdrawal of authorisations or approvals.

These essential powers must be identified asthey can result in actions that may conflict with
individual rights ascribed in fundamental laws!

2. Delegation of powers by the Competent Authority

The veterinary legislation sho&d provide the possibility for Competent Authorities to delegate specific

tasks related to official activities. The specific tasks delegated, the body(ies) to which the tasks are
delegated and theénditioiof supervision by the Competent Authority should be defined.

For this purpose, the veterinary legislation should:

2)
b)
©)

d)

define the-field of activities and the specific tasks covered by the delegation;

. “ .. . . .
provide for the control, supervision and, when appropriate, financing of the delegation;
gcﬁne the procedures for making delegation;
define the competencies to be held by persons receiving delegation; and

define the conditions of withdrawals of delegations.

Article 3.4.6.

Veterinarians y prefessionals and veterinary para-professionals

1.  Veterinary medicine/science
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EU comment

The sentence below should be clearer: " In order to ensure quality in the eonduet
application of veterinary medicine/science by veterinarians, [...]"

The EU suggeststhat the OI E follows the same processto define " veterinary
medicine/science” as proposed in the introduction part of thereport for Article 3.4.11 on
" veterinary medicines and biological"

Moreover, the second part of thefirst sentence should be deleted, since it’s not necessary
to give a definition of veterinary medicine.

In order to ensure quality in the conduct of veterinary medicine/science, the veterinary legislation
should:

&

ab)

provide a am—effieial definition of veterinary medicine/science sufficient to address the
following; | \ ) |

f N\
define the prerogatives of the peferinarians protessionals

medieinre and of the various categoties of veferinary para-professionals that are recognised by eseh
the Member Countty; P

define the minimum initial and continuous educational requirements and competencies for
veterinarians and veterinary para-professionals,

prescribe the conditions for recognition of the prefessienal qualifications for weterinarians and
veterinary para-professionals,

define the conditions to perform the activities. of veterinary medicine/science; and
o o vy , ;
identify the exceptional situations,.such as epizootics, under which persons other than eualifted
veterinarians can undertake activities thzg are normally carried out by vezerinarians.

€

The control of veterinarians ¥ w and veterinary para-professionals

Veterinary legislation should provide a basis for regulation of veferinarians ¥ pretessionsals and veterinary
para-professionals ir@e puanterest. To that end, the legislation should:

)

b)

)

db)

ce)

describe the general system of control in terms of the political, administrative and geographic
configuration of the country;

-
describe the various categoties of weferinary para-professionals recognised by the eaech Member
untry according to its needs, notably in animal health and fi afety, and for each cate

prescribe its training, qualifications, tasks and extent of supervision;

rescri the ers t eal with nduct _an mpetence issues, including licensin

requirements, that applv to veferinarians and veterinary para-professionals,

provide for the possibility of the delegation of powers to a professional organisation such as a
veterinary statutory body, and

where powers have been so delegated, describe the prerogatives, the functioning and
responsibilities of the mandated professional organisationsase.
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Article 3.4.7.
Laboratories in the veterinary domain
1. Facilities
Veterinary legislation should define the role, responsibilities, obligations and quality requirements for:

a) reference /Jaboratories, which are responsible for controlling the veterinary diagnostic and
analytical network, including the maintenance of reference methods;

b)  laboratories designated by the Competent Authority for carrying out the analysis of official samples;
and

C)  laboratories recognised by the Competent Aunthority to conduct analyses tquirec‘under the
legislation e.g. for the purposes of quality control.

The veterinary legislation should define the conditions for the classiﬁcaten, apg{&l, operations and
\

supervision of laboratories at each level.

2. Laboratory reagents /

4
Veterinary legislation should provide a basis for actions to addfess the elements listed below:
<
a) procedures for authorising the reagents that are used:to perform official analyses;

b) quality assurance by manufacturers of the reagents used in official analyses; and

c) surveillance of marketing of reagents\wheerCSG: can affect the quality of analyses required by
the veterinary legislation.

&
Xrtlcle 3.4.8.

Health provisions relating to animal production

1. Identification an(mceabi&

Veterinary legislation should provide a basis for actions to address all the elements in Article 4.2.3.,

oint 6:
P g

2. Animal markets and other gatherings
>

Veterinary legislation should address, for animal markets and other commercially or epidemiologically

signi{c'ant animal gatherings, the following elements:
a) registration of animal markets and other animal gatherings;

b)  health measures to prevent disease transmission, including procedures for cleaning and disinfection,
and animal welfare measures; and

c) provision for veterinary checks.

3. Animal reproduction
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Veterinary legislation should provide a basis for actions to address the health regulation of animal
reproduction as appropriate. Health regulations may be implemented at the level of animals, genetic

material, establishments or operatots.

4. Animal feed
Veterinary legislation should provide a basis for actions to address the elements listed below:
a) standards for the production, composition and quality control of animal feed;

b) registration and, if necessary, approval of establishments and the provision of health
requirements for relevant operations; and

¢) recall from the market of any product likely to present a hagard to human he:th or a’mzﬂ health.

5. Animal by-products ( \\

Veterinary legislation should provide a basis for actions to address the elementsdisted below:

a)  definition of the animal by-products subject to the legis%n;
v
b) rules for collection, processing, metheds and—autherised uses and disposal of animal by-

products; \

c) registration and, if necessary, approval of establishments and the provision of health

requirements for relevant operations; and
d) rules to be followed by animal owne{s; g
4

6. Disinfection e O

Veterinary legislation should p providéa basis for actions to address the regulation and use of products
and methods of a?/m‘zoﬂ relating to the prevention and control of animal diseases.

Article 3.4.9.
Animal diseases

Veterinary legislation should provide a basis for the Competent Authority to manage diseases of importance to
the country ané to list those diseases, guided by the recommendations in Chapters 1.1. and 1.2.

1. Surveillance

Veterinary legislation should provide a basis for the collection, transmission and utilisation of
epidemiological data relevant to diseases listed by the Competent Authority.

2. Disease prevention and control

a)  Veterinary legislation should include general animal health measures applicable to all diseases and,
if necessary, additional or specific measures such as surveillance, establishment of a regulatory
programme or emergency response for particular diseases listed in the country.
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b)  The legislation should also provide a basis for contingency plans to include the following for use
in disease responses:

i)  administrative and logistic organisation;
1)  exceptional powers of the Competent Authority; and
iif) special and temporary measures to address all identified 7Zs&s to human or animal health.

©) Veterinary legislation should provide for the financing of animal disease control measures, such
as operational expenses and, as appropriate, owners’ compensation in the event of killing or

slaughtering of animals and seizure or destruction of carcasses, meat, animal feed or-other things.

3.  Emerging diseases ‘ ) N
Veterinary legislation should provide for measures to investigate and respond to ezerging diseases.
Article 3.4.10. )
\
Animal welfare y.
4

1. General provisions

<
Veterinary legislation should provide a basis for actiox to address the awimal welfare related

requirements in the Terrestrial Code.

To this end, the legislation should contain. as a minimum, a legal definition of cruelty as an offence
subjeetto-penalaeton, and provisions foi\direct @Yervention of the Competent Authority in the case of

neglect by animal keepers. .

%

| . 6
2. Stray dogs and other free-roaming animals

Veterinary legislation should»provide a basis for actions to address the requirements in Chapter 7.7.
and, as appropr? prokﬁt;ion of the abandonment of animals, and management of abandoned
o

animals, including transfer wnership, veterinary interventions and exthanasia.

Article 3.4.11.

Veterinary medjcm and biologicals
4

Veterinary. legislation should provide a basis for assuring the quality of veterinary medicines and

biologicals and minimising the s to human, animal and environmental health associated with their use.

1.  General measures

Veterinary legislation should provide a basis for actions to address the elements listed below:
a)  definition of veterinary medicines and biologicals, including any specific exclusions; and

b) regulation of the importation, manufacture, distribution and usage of, and commerce in,

veterinary medicines and biologicals.
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Raw materials for use in veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the elements listed below:

b)

Authorisation of veterinary medicines and biologicals

d

quality standards for raw materials used in the manufacture or composition of veterinary
medicines and biologicals and arrangements for checking quality;

establishment of the withdrawal periods and maximum residue limits for veterinary m\f\:dicines
and biologicals, as appropriate; and

requirements for substances in veterinary medicines and biologicals that&ﬁay, tl’ough their

A

B

effects, interfere with the conduct of veterinary checks.

/

Veterinary legislation should ensure that only authorised veterinary medicines and biologicals

may be placed on the market. \ %
Special provisions should be made for:

\V o
1)  medicated feed;
4

P

i)  products prepared ‘aurhorised veterinarians or authorised pharmacists; and

1ii) emerge{es anc&nporary situations.

Veterinary legislation should address the technical, administrative and financial conditions
associat@h the granting, renewal, refusal and withdrawal of authorisations.

4

In déﬁning the procedures for seeking and granting authorisations, the legislation should:

4
1)  describe the role of the relevant Competent Authority; and

i)  establish rules providing for the transparency in decision making.

Veterinary legislation may provide for the possibility of recognition of the equivalence of
authorisations made by other countries.
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Annex X (contd)

4. Quality of veterinary medicines and biologicals

Veterinary legislation should address the following elements:

2)
b)
)

d

the conduct of clinical and non clinical trials to verify all claims made by the manufacturer;
conditions for the conduct of trials;
qualifications of experts involved in trials; and

surveillance for adverse effects arising from the use of veterinary medicines (\d biol,gicals.

5. Establishments producing, storing and wholesaling veterinary medicines and-biologicals
i T, ;

Veterinary legislation should provide a basis for actions to address the following elements:

)

©)

registration or authorisation of all operators manufallring importing, storing, processing,
wholesaling or otherwise distributing veterinary medicines‘and biologicals or raw materials for
use in making veterinary medicines and biologicals; \ N

definition of the responsibilities of operators;

good manufacturing practices as appropfiate;
reporting on adverse effects to the Cu‘ﬁpeteﬂf@fboriy; and

mechanisms for traceability and recall‘
4

6. Retailing, use and traceabilit veterinary medicines and biologicals

Veterinary legisla?l shoﬂ)rovide a basis for actions to address the following elements:

2)

b)

d)

controlsover. the distribution of veterinary medicines and biologicals and arrangements for
traceability, recall and conditions of use;

establishment of rules for the prescription and provision of veterinary medicines and biologicals
—
toend users;

3

ystriction to authorised professionals and, as appropriate, authorized veterinary
paraprofessionals of commerce in veterinary medicines and biologicals that are subject to
prescription;

the supervision by an authorised professional of organisations approved for holding and use of
veterinary medicines and biologicals;

the regulation of advertising claims and other marketing and promotional activities; and

reporting on adverse effects to the Competent Authority.

OIE Terrestrial Animal Health Standards Commission / February 2012



12
Annex X (contd)

Article 3.4.12.
Human food production chain

Veterinary legislation should provide a basis for actions to safeguard the human food production chain
through controls at all critical steps, consistent with national f afety standards. The role of the

Veterinary Services in food safety is described in Chapter 6.1.

1.  General

Veterinary legislation should provide a basis for actions to address the following elements:

| L W4
a) controls over all stages of the production, processing and distribution of food of animal origin;

ba) recording all significant animal and public health events that occur @ring p{i&ry production;

¢ giving operators of food production premises the primary responsibility for compliance with
food safety requirements, including traceability established by the Comperent Authority,
&

b)

L W
de) inspection for compliance with food standards safety—and—teed—eompesition, where this is

relevant to health or safety;

ed) inspection of premises;

. \
)  prohibition of the marketing of products not fit for human consumption; and

g) provisions:for tecall from the marketplace of all products likely to be hazardous for human or
animal health.

2. Products of aMl origin intended for human consumption
e
Veterinary legislation should provide a basis for actions to address the following elements:

a),._arrangements for inspection and audit;

b) the conduct of inspection and audit on the basis of veterinary expertise;

¢) health standards; and

d) the application of health identification marks that are visible to the intermediary or final user.
The Competent Anthority should have the necessary powers and means to rapidly withdraw any

products deemed to be hazardous from the food chain or to prescribe uses or treatments that ensure
the safety of such products for human or animal health.

OIE Terrestrial Animal Health Standards Commission / February 2012



13

Annex X (contd)

3. Operators responsible for premises and establishments pertaining to the food chain

Veterinary legislation should provide a basis for actions to address the following elements as
appropriate:

a) registration of premises and establishments by the Competent Authority,

b) the use of risk-based management procedures based-ea HACCR prineiples; and

€) prior authorisation of operations that are likely to constitute a significant 7is& to human or

Article 3.4.13. ‘ ) »

Import/and export procedutes and veterinary certification \

animal health.

Veterinary legislation should provide a basis for actions to address the el‘nrents relating to importFand
export procedures and veterinary certification referred to in Section 5 of the T errestrial Code.

/
X

®

—  Textdeleted S
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Annex XI

CHAPTER 4.4.

APPLICATION OF COMPARTMENTALISATION

‘ EU position

\ The EU supports the adoption of this modified chapter.

Article 4.4.1.
Introduction and objectives

The recommendations in this chapter provide a structured framework fof'the application and recognition
of compartments within countries or zones, based on the provisions of Chapter 4.3. with the objective to
facilitate trade in animals and products of animal origin and as a toolfor disease management.

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

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

Compartmentalisation is not.a new concept for Veterinary Services; in fact, it has been applied for a long
time in many disease control programmes that are based on the concept of disease-free herds/ flocks.

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

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

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

For the purpose of international trade, compartments should be under the responsibility of the Veferinary
Authority in the country. For the purposes of this chapter, compliance by the Members with Chapters 1.1.
and 3.1. is an essential prerequisite.
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Annex XI (contd)

Article 4.4.2.
Principles for defining a compartment

A compartment may be established with respect of a specific disease ot diseases. A compartment should be clearly
defined, indicating the location of all its components including establishments, as well as related functional
units (such as feed mills, slaughterhouses, rendering plants, etc.), their interrelationships ‘and their
contribution to an epidemiological separation between the animals in a compartment and subpopulationswith a
different health status. The definition of compartment may revolve around disease specific_epidemiological
factors, animal production systems, biosecurity practices infrastructural factors and sureillance.

Article 4.4.3.
Separation of a compartment from potential sources of infection

The management of a compartment should provide to the Veterinary Anthority documented evidence on the
following:

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

While a compartment is primarily based on managementwand biosecurity measures, a review of

geographical factors is needed to ensure that the functional boundary provides adequate separation

of a compartment from adjacent animal populations with a different health status. The following factors

should be taken into consideration in coftfjunction with biosecurity measures and, in some instances,

may alter the degree of confidence achieved by general biosecurity and surveillance measures:

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

b) location, disease status, and.-biosecurity of the nearest epidemiological units or other
epidemiologically.felevant ptemises. Consideration should be given to the distance and physical

separation from:

1) flocks.or herds with a different health status in close proximity to the compartment, including
wildlife and their migratory routes;

1) slanughterhouses, rendering plants or feed mills;

i) markets, fairs, agricultural shows, sporting events, zoos, circuses and other points of animal
concentration.

2. Infrastructural factors

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

a) fencing or other effective means of physical separation;
b) facilities for people entry including access control, changing area and showers;

©)  webicl access including washing and disinfection procedures;

OIE Terrestrial Animal Health Standards Commission / February 2012



d)

k)

)

Annex XI (contd)

unloading and loading facilities;

isolation facilities for introduced animals,

facilities for the introduction of material and equipment;
infrastructure to store feed and veterinary products;
disposal of carcasses, manure and waste;

water supply;

measures to prevent exposure to living mechanical or biological vectors such as insects, rodents
and wild birds;

air supply;

feed supply/source.

Morte detailed recommendations for certain establishments can be found in Sections 4. and 6. of the
Tervestrial Code.

3. Biosecurity plan

The integrity of the compartment relies on effective biosecurity. The management of the compartment
should develop, implement and monitora comprehensive biosecurity plan.

The biosecurity plan should describe in detail:

2)

b)

d)

potential pathways fordntroduction and spread into the compartment of the agents for which the
compartment was defined, including animal movements, rodents, fauna, aerosols, arthropods,
vehicles, people, biological products, equipment, fomites, feed, waterways, drainage or other
means. Consideration should also be given to the survivability of the agent in the environment;
thecritical control points for each pathway;

measutres to mitigate exposure for each critical control point;

standard operating procedures including:

1)  implementation, maintenance, monitoring of the measures,

i)  application of corrective actions,

iif)  verification of the process,

iv) record keeping;

contingency plan in—the—event-ofa—changeinthelevel of exposure addressing any potential
future changes in the risk factors;
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Annex XI (contd)

f)  reporting procedures to the Veterinary Authority,

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

h)  the surveillance programme in place.

In any case, sufficient evidence should be submitted to assess the efficacy of the biosecurity plan in
accordance with the level of 7is£ for each identified pathway. This evidence should'be sttuctured in
line with the principles of Hazard Analysis and Critical Control Point (HACCP). The biosecurity risk
of all operations of the compartment should be regulatly re-assessed and documented at least on a
yearly basis. Based on the outcome of the assessment, concrete and doeumented mitigation steps
should be taken to reduce the likelihood of introduction of the disease agent into the compartment.

4,  Traceability system

A prerequisite for assessing the integrity of a compartment isthe existence of a valid #raceability system.
All animals within a compartment should be individually identified and registered in such a way that their
history and movements can be documented and audited. In cases where individual identification may
not be feasible, such as broilers and day-old chicks, the, | ¢terinary Authority should provide sufficient
assurance of fraceability.

All animal movements into and out of the compartmentshould be recorded at the compartment level, and
when needed, based on a risk assessment, certified by the VVeterinary Authority. Movements within the
compartment need not be certified but should be recorded at the compartment level.

Article 4.4.4.
Documentation

Documentation should provide clear evidence that the biosecutity, surveillance, traceability and management
practices defined for a compartmentare effectively and consistently applied. In addition to animal movement
information, the necessary documentation should include herd or flock production records, feed sources,
laboratory tests, birth and death records, the visitor logbook, morbidity history, medication and vaccination
records, biosecurity. plans,  training documentation and any other criteria necessary for the evaluation of
disease exclusion.

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

In addition, a compartment seeking recognition should submit to the Veterinary Authority a baseline animal
health report indicating the presence or absence of /isted diseases for the animal species of interest to the

compartment according to Article 1.2.3. This report should be regularly updated to reflect the current animal

health situation of the compartment.

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

The time period for which all records should be kept may vary according to the species and disease(s) for
which the compartment was defined.
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All relevant information should be recorded in a transparent manner and be easily accessible so as to be
auditable by the VVeterinary Authority.

Article 4.4.5.
Surveillance for the agent or disease

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

If there is an increased risk of exposure to the agent for which the compartment has been defined, the
sensitivity of the internal and external swrweillance system should be reviewed and, where necessary,

increased. At the same time, biosecurity measures in place should be reassessed and increasediif-necessary.

1. Internal surveillance

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

2.  External surveillance

The biosecurity measures applied in a compartment should be appropriate to the level of exposure of
the compartment. External surveillance will help identify a significant change in the level of exposure for
the identified pathways for disease introduction into thecompartment.

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

Article 4.4.6.
Diagnostic capabilities and procedures

Officially-designated /aboratory facilities complying with the OIE standards for quality assurance, as defined
in Chapter 1.1.3. of the Tervestrial Mannal, should be available for sample testing. All /aboratory tests and
procedures, should: comply with the recommendations of the /zboratory for the specific disease. Each
laboratory that conducts testing should have systematic procedures in place for rapid reporting of disease
results to the [Veterinary Authority. Where appropriate, results should be confirmed by an OIE Reference
Laboratoty.

Article 4.4.7.
Emergency response and notification
Early detection, diagnosis and notification of disease are critical to minimize the consequences of outhreaks.
In the event of suspicion of occurrence of the disease for which the compartment was defined, the free status

of the compartment should be immediately suspended. If confirmed, the status of the compartment should be
immediately revoked and zmporting countries should be notified following the provisions of Article 5.3.7.
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In case of an occurrence of any infectious disease not present according to the baseline animal health report
of the compartment referred to in Article 4.4.4., the management of the compartment should notify the
Veterinary Authority, and initiate a review to determine whether there has been a breach in the biosecurity
measures. If a significant breach in biosecurity, even in the absence of outbreak, is detected, export
certification as a free compartment should be suspended. Disease free status of the compartment may only be
reinstated after the compartment has adopted the necessary measutes to re-establish the original biosecurity
level and the Veterinary Authority re-approves the status of the compartment.

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

Article 4.4.8.

Supervision and control of a compartment

The authority, organisation, and infrastructure of the eterinary Services, including /laboratories, should be
clearly documented in accordance with Chapter 3.2. on the Evaluation of 1 eterinary Services of the Terrestrial
Code, to provide confidence in the integrity of the compartment.

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

— Text deleted
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Annex XII

CHAPTER 4.6.

COLLECTION AND PROCESSING OF BOVINE,
SMALL RUMINANT AND PORCINE SEMEN

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

Article 4.6.1.

General considerations

The purposes of official sanitary control of semen production are to:

1.  maintain the health of awimals on an artificial insemination centre at a level which permits the
international distribution of semen with a negligible risk of infecting other animals or humans with
pathogens transmissible by semen;

2. ensure that semen is hygienically collected, processed and stored.

Artificial insemination centres should comply with recommendations.in Chapter 4.5.

Standards for diagnostic tests are described in the Terrestrial Manual.

Articled.6.2.
Conditions applicable to testing of bulls and teaser animals

Bulls and teaser animals should ‘entet.an artificial insemination centre only when they fulfil the following
requirements.

1. Prior to entering ptre-entry isolation facility

The animals;should comply with the following requirements prior to entry into isolation at the pre-
entry isolation facility where the country or zore of origin is not free from the diseases in question.

a) «Bovine brucellosis — Point 3 or 4 of Article 11.3.5.
b) " Bovine tuberculosis — Point 3 or 4 of Article 11.6.5.
¢)wrBovine viral diarrhoea-muaeesal-disease (BVD-MD)

The animals should be subjected to:

i)  avirus isolation test or a test for virus antigen, with negative results; and
i)  a serological test to determine the serological status of every animal.
d) Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis

If the artificial insemination centre is to be considered as infectious bovine rhinotracheitis-infectious
pustular vulvovaginitis free IBR/IPV), the animals should either:
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i) come from an IBR/IPV free herd as defined in Article 11.11.3,; or
if) be subjected, with negative results, to a serological test for IBR/IPV on a blood sample.
Bluetongue

The animals should comply with Articles 8.3.7. or 8.3.8., depending on the bluetongue status of
the country or zoze of origin of the animals.

Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, bulls.and teaser
animals should be kept in a pre-entry isolation facility for at least 28 days. The animals, should be
tested as described below a minimum of 21 days after entering the pre-entry isolation fagcility, except
tor Campylobacter fetus subsp. venerealis and Tritrichomonas foetus, tor which testing may commence after 7
days in pre-entry isolation. All the results should be negative except in the case of BVD-MP antibody
serological testing (see point 2b)i) below).

2)

b)

d)

Bovine brucellosis

The animals should be subjected to a serological test with negative results.

BVD-MB
i)

1i1)

iv)

The animals should be sub]ected to a virus 1solat10n test or a test for Vlrus antlgen, with
negative results 157 Rerfia—s 5 : .
Only when all the cmzma/x in pre-entry isolation have had test negative results fef—v&aeﬁma
may the animals enter the semen collection facilities upen—ecompletion—of-the 28—daypre-
entryisolationperiod.

After21-daysinpre-entryiselaton; All animals should be subjected to a serological test to

determine the presence or absence of BVD-MD antibodies.

Only if no_sere-eenversion seroconversion occurs in the animals which tested seronegative
before entry into the pre-entry isolation facility, may any amimal (seronegative ot
seropositive) be allowed entry into the semen collection facilities.

If sere-eenversion seroconversion occurs, all the animals that remain seronegative should
be kept in pre-entry isolation until there is no more seroconversion in the group for a
period of three weeks. Serologically positive animals may be allowed entry into the semen
collection facilities.

Campylobacter fetus subsp. venerealis

1) Animalsless than six months old or kept since that age only in a single sex group prior to
pre-entry isolation should be tested once on a preputial specimen, with a negative result.

i)  Animals aged six months or older that could have had contact with females prior to pre-
entry isolation should be tested three times at weekly intervals on a preputial specimen,
with a negative result in each case.

Tritrichomonas foetus

1) Animals less than six months old or kept since that age only in a single sex group prior to

pre-entry isolation, should be tested once on a preputial specimen, with a negative result.
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i)  Animals aged six months or older that could have had contact with females prior to pre-
entry isolation should be tested three times at weekly intervals on a preputial specimen,
with a negative result in each case.

IBR-/IPV

If the artificial insemination centre is to be considered as IBR/IPV free, the awimals should be
subjected, with negative results, to a diagnostic test for IBR/IPV on a blood sample. If any
animal tests positive, the animal should be removed immediately from the pre-entry isolation
facility and the other animals of the same group should remain in pre-entry isolation and be
retested, with negative results, not less than 21 days after removal of the positive animal.

Bluetongue
The animals should comply with the provisions referred to in Articles 8.3:6., 8.3.7. or 8.3.8,,

depending on the bluetongue status of the country or goze where the pre-entry isolation facility
is located.

3. Testing programme for bulls and teasers resident in the semen collection facilities

All bulls and teasers resident in the semen collection facilities should be tésted at least annually for
the following diseases, with negative results, where the country or gone where the semen collection
facilities are located is not free:

2)

b)

)

d)

g

Bovine brucellosis
Bovine tuberculosis
BVD-MD

Apnimals negative to previous serological tests should be retested to confirm absence of
antibodies.

Should an animal become serologically positive, every ejaculate of that anzmal collected since the
last negative test should be eitherdiscarded or tested for virus with negative results.

Campylobacter fetus subsp. venerealis

1) A preputial'specimen should be tested.

i)  Only bulls on semen production or having contact with bulls on semen production need to
be tested. Bulls returning to collection after a lay off of more than six months should be
tested not more than 30 days prior to resuming production.

Bluetongue

The animals should comply with the provisions referred to in Article 8.3.10. or Article 8.3.11.

Tritrichomonas foetus

1) A preputial specimen should be cultured.

i)  Only bulls on semen production or having contact with bulls on semen production need to
be tested. Bulls returning to collection after a lay off of more than six months should be

tested not more than 30 days prior to resuming production.

IBR/IPV
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If the artificial insemination centre is to be considered as IBR/IPV free, the animals should comply
with the provisions in point 2)c) of Article 11.11.3.

4. Testing for BVD-MD prior to the initial dispatch of semen from each serologically positive bull

Prior to the initial dispatch of semen from BVD-MDP serologically positive bulls, a semen sample
from each animal should be subjected to a virus isolation or virus antigen test for BVD-MB. In the
event of a positive result, the bull should be removed from the centre and all of its semen destroyed.

5. Testing of frozen semen for IBR/IPV in artificial insemination centres not considered as IBR/IPV

free

Each aliquot of frozen semen should be tested as per Article 11.11.7.

Article 4.6.3.
Conditions applicable to testing of rams, bucks and teaser animals

Rams, bucks and teaser animals should only enter an artificial insemination centre if they fulfil the following
requirements.

1. Prior to entering pre-entry isolation facility

The animals should comply with the following requitements prior to entry into isolation at the pre-
entry isolation facility where the country or gore of origin isnot free from the diseases in question.

a)  Caprine and ovine brucellosis — Article 14.1.6.

b)  Ovine epididymitis — Article 14.7.3.

¢) Contagious agalactia — Points 1 and 2 of Article 14.3.1.

d) Peste des petits ruminants —Points 1, 2, and 4 or 5 of Article 14.8.7.

e) Contagious «<aprine pleuropneumonia — Article 14.4.7., depending on the CCPP status of the
country or goneof origin of the animals.

f)  Paratuberculosis — Free from clinical signs for the past two years.

g). Scrapie — Comply with Article 14.9.8. if the animals do not originate from a scrapie free country
or gone as defined in Article 14.9.3.

h).Maedi-visna — Article 14.6.2.
i)  Caprine arthritis/encephalitis — Article 14.2.2. in the case of goats.
j)  Bluetongue

The animals should comply with Articles 8.3.7. or 8.3.8., depending on the bluetongue status of
the country or gone of origin of the animals.

k)  Tuberculosis — In the case of goats, a single or comparative tuberculin test, with negative results.
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Annex XII (contd)

Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, rams, bucks and
teasers should be kept in a pre-entry isolation facility for at least 28 days. The animals should be tested
as described below a minimum of 21 days after entering the pre-entry isolation facility, with negative
results.
a)  Caprine and ovine brucellosis — Point 1c) of Article 14.1.8.
b)  Ovine epididymitis — Point 1d) of Article 14.7.4.
¢)  Maedi-visna and caprine arthritis/encephalitis — Test on animals and-semes.
d) Bluetongue

The animals should comply with the provisions referred to.in Articles 8.3.6., 8.3.7. or 8.3.8,,

depending on the bluetongue status of the country or gone whete the pre-entry isolation facility
is located.

Testing programme for rams, bucks and teasers resident in the semen collection facilities

All rams, bucks and teasers resident in the semen collection facilities should be tested at least
annually for the following diseases, with negative results, where the country or zoze where the semen
collection facilities are located is not free:

a)  caprine and ovine brucellosis;

b) ovine epididymitis;

¢) maedi-visna and caprine arthritis/encephalitis;

d) tuberculosis(for goats only);

e) bluetongue = The animals should comply with the provisions referred to in Article 8.3.10. or
Article 8.3.11.

Article 4.6.4.

Conditions applicable to testing of boars

Boars should only enter an artificial insemination centre if they fulfil the following requirements.

1.

Prior to entering pre-entry isolation facility

The animals should be clinically healthy, physiologically normal and comply with the following
requirements within 30 days prior to entry into isolation at the pre-entry isolation facility where the
country or gone of origin is not free from the diseases in question.

a)  Porcine brucellosis — Article 15.3.3.

b) Footand mouth disease — Articles 8.5.12., 8.5.13. or 8.5.14.
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g
h)

Aujeszky’s disease — Article 8.2.9. or Article 8.2.10.
Transmissible gastroenteritis — Article 15.5.2.

Swine vesicular disease — Article 15.4.5. or Article 15.4.7.
African swine fever — Article 15.1.5. or Article 15.1.6.
Classical swine fever — Article 15.2.5. or Article 15.2.6.

Porcine reproductive and respiratory syndrome — Test complying with the standards in the
Terrestrial Manual.

Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, boars should be kept
in a pre-entry isolation facility for at least 28 days. The animals should be subjected to diagnostic tests
as described below a minimum of 21 days after entering the pre-entry isolation facility, with negative

results.

a)  Porcine brucellosis — Article 15.3.5.

b) Footand mouth disease — Articles 8.5.15., 8.5.16., 8.5:17. or'8.5.18.
¢) Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8:2.15.

d) Transmissible gastroenteritis — Article 15.5.4.

e) Swine vesicular disease — Article 15.4:9. or Atticle 15.4.10.

)

g
h)

African swine fever — Article 15.1.8. or Article 15.1.9.
Classical swine fever — Article 15.2.8. or Article 15.2.9.

Porcine reproductive and respiratory syndrome — The test complying with the standards in the
Terrestrial Manual.

Testing programme for boars resident in the semen collection facilities

All boars resident in the semen collection facilities should be tested at least annually for the following
diseases, with negative results, where the country or gome where the semen collection facilities are
located is not free:

)
b)
0
4
0
f

g

Porcine brucellosis — Article 15.3.5.

Foot and mouth disease — Articles 8.5.15., 8.5.16., 8.5.17. or 8.5.18.
Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8.2.15.
Transmissible gastroenteritis — Article 15.5.4.

Swine vesicular disease — Article 15.4.9. or Article 15.4.10.

Affican swine fever — Article 15.1.8. or Article 15.1.9.

Classical swine fever — Article 15.2.8. or Article 15.2.9.
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h) Porcine reproductive and respiratory syndrome — The test complying with the standards in the
Terrestrial Manual.

Article 4.6.5.
General considerations for hygienic collection and handling of semen

Observation of the recommendations described in the Articles below will very significantly reduce the
likelihood of the semen being contaminated with common bacteria which are potentially pathogenic.

Article 4.6.6.
Conditions applicable to the collection of semen

1. The floor of the mounting atea should be clean and provide safe‘footing.. A dusty floor should be
avoided.

2. The hindquarters of the teaser, whether a dummy or a live teaser animal, should be kept clean. A
dummy should be cleaned completely after each period of collection. A teaser animal should have its
hindquarters cleaned carefully before each collecting,session. The dummy or hindquarters of the
teaser animals should be sanitised after the collection of each ejaculate. Disposable plastic covers may

be used.

3. The hand of the person collecting the semenishould not come into contact with the animals penis.
Disposable gloves should be worn by the collector and changed for each collection.

4. The artificial vagina should be cleaned completely after each collection where relevant. It should be
dismantled, its various parts washed, rinsed and dried, and kept protected from dust. The inside of
the body of the device and the cone should be disinfected before re-assembly using approved
disinfection techniques, suchas those involving the use of alcohol, ethylene oxide or steam. Once re-
assembled, it should be kept in a cupboard which is regularly cleaned and disinfected.

5. The lubricant used should be clean. The rod used to spread the lubricant should be clean and should
not be exposed to dust between successive collections.

6. The artificial vagina should not be shaken after ejaculation, otherwise lubricant and debris may pass
down the cone to join the contents of the collecting tube.

7.  When successive ejaculates are being collected, a new artificial vagina should be used for each
mounting. The vagina should also be changed when the awimal has inserted its penis without
ejaculating.

8. The collecting tubes should be sterile, and either disposable or sterilised by autoclaving or heating in
an oven at 180°C for at least 30 minutes. They should be kept sealed to prevent exposure to the
environment while awaiting use.

9.  After semen collection, the tube should be left attached to the cone and within its sleeve until it has
been removed from the collection room for transfer to the laboratory.
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Article 4.6.7.

Conditions applicable to the handling of semen and preparation of semen samples in the
laboratory

1.  Diluents

2)

b)

5

All receptacles used should have been sterilised.

Buffer solutions employed in diluents prepared on the premises should be sterilised by filtration
(0.22 ym) or by autoclaving (121°C for 30 minutes) or be prepared using sterile water before
adding egg yolk (if applicable) or equivalent additive and antibiotics.

If the constituents of a diluent are supplied in commercially available powder form, the water
used should have been distilled or demineralised, sterilised (121°C for 30.minutes or equivalent),
stored correctly and allowed to cool before use.

Whenever milk, egg yolk or any other animal protein isused in preparing the semen diluent, the
product should be free of pathogens or sterilised; milk heatstreated at 92°C for 3-5 minutes,
eggs from SPF flocks when available. When eggiyolk is used, it should be separated from eggs
using aseptic techniques. Alternatively, commercial egg yolk prepared for human consumption
or egg yolk treated by, for example, pasteurisation or irradiation to reduce bacterial
contamination, may be used. Other additives should also be sterilised before use.

Diluent should not be stored for mote than 72 hours at +5°C before use. A longer storage
period is permissible for storage at=20°C. Storage vessels should be stoppered.

A mixture of antibiotics should be/included with a bactericidal activity at least equivalent to that
of the following mixtures in each ml of frozen semen: gentamicin (250 pg), tylosin (50 pg),
lincomycin—spectinomyein (150/300 pg); penicillin (500 IU), streptomycin (500 pg), lincomycin-
spectinomycin{(150/300 pg); or amikacin (75 pg), divekacin (25 pg).

The names-of the antibiotics added and their concentration should be stated in the znternational
veterinary certificate.

2. Procedure for dilution and packing

2)

b)

)

d)

The tube containing freshly collected semen should be sealed as soon as possible after
collection, and kept sealed until processed.

After dilution and during refrigeration, the semen should also be kept in a stoppered container.

During the course of filling receptacles for dispatch (such as insemination straws), the
receptacles and other disposable items should be used immediately after being unpacked.
Materials for repeated use should be disinfected with alcohol, ethylene oxide, steam or other

approved disinfection techniques.

If sealing powder is used, care should be taken to avoid its being contaminated.

3. Conditions applicable to the storage of semen
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Semen for export should be stored separately from other genetic material not meeting the
requirements of this chapter with fresh liquid nitrogen in sterilised or sanitised flasks before being
exported.

Semen straws should be sealed and code marked in line with the international standards of the
International Committee for Animal Recording ICAR)s.

Prior to export, semen straws or pellets should clearly and permanently be identified and placed into
new liquid nitrogen in a new or sterilised flask or container under the supervision ofan Official
Veterinarian. The contents of the container or flask should be verified by the Official 1 eterinarian prior
to sealing with an official numbered seal before export and accompanied by an znzernational veterinary
certificate listing the contents and the number of the official seal.

4 Sperm sorting

Equipment used for sex-sorting sperm should be clean and disinfected between animals according to
the recommendations of the licencer of the system. Where seminal plasma, or components thereof, is
added to sorted semen prior to cryopreservation and storage, it should be derived from animals of
same or better health status.

—  Textdeleted
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Annex XII (contd)

CHAPTER 4.7.

COLLECTION AND PROCESSING OF IN VIVO

DERIVED EMBRYOS FROM LIVESTOCK AND-HORSES

EQUIDS

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

Article 4.7.1.

Aims of control

The purpose of official sanitary control of 7z vive derived embryos intended for movement internationally
is to ensure that specific pathogenic organisms, which could be associated withrembryos, are controlled
and transmission of nfection to recipient animals and progeny is avoided.

Article 4.7.2.

Conditions applicable to the embryo collection team

The embryo collection team is a group of competent technicians, including at least one veterinarian, to
perform the collection, processing and storage of embryos. The following conditions should apply:

1.

2.

The team should be approved by the Competent Authority.
The team should be supervised by a team weterinarian.

The team veferinarian is responsible forall team operations which include verification of donor health
status, sanitary handling‘and surgery of donors and disinfection and hygienic procedures.

Team personnel should be adequately trained in the techniques and principles of disease control.
High standards of hygiene should be practiced to preclude the introduction of zufection.

The collection team should have adequate facilities and equipment for:

a) <collecting embryos;

b) " processing and treatment of embryos at a permanent site or mobile laboratory;

) wstoring embryos.

These facilities need not necessarily be at the same location.

The embryo collection team should keep a record of its activities, which should be maintained for
inspection by the Veterinary Authority for a petriod of at least two years after the embryos have been
exported.

The embryo collection team should be subjected to regular inspection at least once a year by an

Official 1 eterinarian to ensure compliance with procedures for the sanitary collection, processing and
storage of embryos.
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Article 4.7.3.

Conditions applicable to processing laboratories

A processing laboratory used by the embryo collection team may be mobile or permanent. It is a facility in
which embryos are recovered from collection media, examined and subjected to any required treatments
such as washing and being examined and prepared for freezing and storage.

A permanent laboratory may be part of a specifically designed collection and processing unit, ot a suitably
adapted part of an existing building. It may be on the premises where the donor animals are kept. In either
case, the laboratory should be physically separated from animals. Both mobile and petmanent laboratories
should have a clear separation between dirty areas (animal handling) and the clean ptocessing area.

Additionally:

1. The processing laboratory should be under the direct supervision of the team veferinarian and be
regularly inspected by an Official V' eterinarian.

2. While embryos for export are being handled prior to their storage in ampoules, vials or straws, no
embryos of a lesser health status should be processed.

3. The processing 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 on which
embryos for export are processed.

Article 4.7.4.

Conditions applicable to the introduction of donor animals

1.

Donor animals

o)

b)

The Veterinary Authority should have knowledge of, and authority over, the herd or flock from
which the donotanimals have been sourced.

The donor animals should not be situated in a herd or flock subject to veterinary restrictions for
OIE. /isted disease or pathogens for relevant species (see Chapter 1.2. of the Terrestrial Code), other

than those that are in International Embryo Transfer Society (IETS) Category 1 for the species
of embryos being collected (see Article 4.7.14. and-footaetes).

At the time of collection, the donor animals should be clinically inspected by the team veterinarian,
or by a veterinarian responsible to the team veferinarian and certified to be free of clinical signs of
diseases.

Semen donors

2)

b)

Semen used to inseminate donor animals artificially should have been produced and processed in
accordance with the provisions of Chapter 4.6.

When the donor of the semen used to inseminate donor females for embryo production 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 may be
required of the inseminated donor female after embryo collection to verify that these infectious
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diseases were not transmitted. An alternative may be to test an aliquot of semen from the same
collection date.

¢)  Where natural service or fresh semen is used, donor sires should meet the health conditions set
out in Chapter 4.6. as appropriate to the species.

Article 4.7.5.

Risk management

With regard to disease transmission, transfer of 7z vivo derived embryos is a very low risk method for
moving animal genetic material. Irrespective of animal species, there are three phases in the embryo
transfer process that determine the final level of risk:

1.

The first phase, which is applicable to diseases not included in Category 1 of the IETS categorisation:
(Article 4.7.14.), comprises the risk potential for embryo contamination and depends on:

a)  the disease situation in the exporting country anetor gone;
b)  the health status of the berds or flocks and the donors from which the embryos are collected;

¢) the pathogenic characteristics of the specified disease agents that are of concern to the Veterinary
Authority of the importing conntry.

The second phase covers risk mitigation by use of internationally accepted procedures for processing
of embryos which are set out in the IETS Manual. These.include the following:

a)  The embryos should be washed at leastten 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 should be washed together, and no more than ten embryos
should be washed at any one time.

¢) Sometimes, for example when inactivation or removal of certain viruses, such as fesg: bovine
herpesvirus-1, and Aujeszky's disease virusy is required, the standard washing procedure should
be modified to includé additional washes with the enzyme trypsin, as described in the IETS
Manual..

d) The zonapellucida 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 adherent material.

[INOTE: Al shipments of embryos should be accompanied by a statement signed by the team veterinarian certifying
that these emibryo processing procedures have been completed.]

The third phase, which is applicable to diseases not included in Category 1 of the IETS categorisations
(Article 4.7.14.) and which are of concern to the Veterinary Authority of the importing country,
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
donors whilst the embryos are stored (in species where effective storage by cryopreservation is
possible) in the exporting country,

b) testing of embryo-collection (flushing) fluids and non-viable embryos, or other samples such as
blood, in a laboratory for presence of specified disease agents.

Article 4.7.6.
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Conditions applicable to the collection and storage of embryos

Media

Any biological product of animal origin used in the media and solutions for collection, processing,
washing or storage of embryos should be free of pathogenic micro-organisms. Media and solutions
used in the collection and storage of embryos should be sterilised by approved methods according to
the IETS Manualzand handled in such a manner as to ensure that sterility is maintained. Antibiotics
should be added to collection, processing, washing and storage media as recommended in the IETS
Manual.

Equipment

a)  All equipment used to collect, handle, wash, freeze and store embryos should ideally be new or
at least sterilised prior to use as recommended in the IETS Manuale.

b) Used equipment should not be transferred between countries' for” re-use by the embryo
collection team.

Article 4.7.7.

Optional tests and treatments

The testing of samples can be requested by an importing country to confirm the absence of pathogenic
organisms that may be transmitted via iz vivo derived embryos, or to help assess whether the degree
of quality control of the collection team (with regard«to adherence to procedures as described in the
IETS Manuals) is at an acceptable level. Samplesimay include:

a)  Non-viable embryos and oocytes

Where the viable, zona pellucida intact embryos from a donor are intended for export, all non-
fertilised oocytes‘and degenerated or zona pellucida compromised embryos collected from that
donor shouldsbe washed according to the IETS Manualand pooled for testing if requested by
the zmporting conntry. Non-viable embryos and oocytes from the donor should be processed and
stored together.

b) Embryo collection (flushing) fluids

The collection fluid should be placed in a sterile, closed container and, if there is a large amount,
it should be allowed to stand undisturbed for one hour. The supernatant fluid should then be
removed and the bottom 10-20 ml, along with accumulated debris, decanted into a sterile
bottle.

If a filter is used in the collection of embryos and oocytes then any debris that is retained on the
tilter should be rinsed off into the retained fluid.

¢)  Washing fluids

The last four washes of the embryos and oocytes should be pooled according to thefIETS
Manuals}.
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d) Samples

The samples referred to above should be stored at 4°C and tested within 24 hours. If this is not
possible, then samples should be stored frozen at -70°C or lowert.

When treatment of the viable embryos is modified to include additional washings with the enzyme
trypsin (see paragraph 2c) in Article 4.7.5.), the procedure should be carried out according to the
IETS Manuale. Enzyme treatment is necessary only when pathogens for whiche the IETS
recommends this additional treatment (such as with trypsin) may be present. It should be noted that
such treatment is not always beneficial and it should not be regarded as a general disinfectant. It may
also have adverse effects on embryo viability, for instance in the case of equine embryos where the
embryonic capsule could be damaged by the enzyme.

Article 4.7.8.

Conditions applicable to the storage and transport of embryos

1.

The embryos for export should be stored in sealed sterile ampoules; vials or straws under strict
hygienic conditions at a storage place approved by the [eferinary Authority of the exporting country
where there is no risk of contamination of the embryeos.

Only embryos from the same individual donor should be stored together in the same ampoule, vial
or straw.

The embryos should if possible, depending on.the species, be frozen, stored with fresh liquid
nitrogen in cleaned and sterilised tanks or containers under strict hygienic conditions at the approved
storage place.

Ampoules, vials or straws should be’ sealed at the time of freezing (or prior to export where
cryopreservation is not possible), and they should be clearly identified by labels according to the

standardised systemrecommended in the IETS Manuale.

Liquid nitrogen containers should be sealed under the supervision of the Official 1 eterinarian prior to
shipment from the exporting country.

Embryos should not be exported until the appropriate veterinary certificates are completed.

Article 4.7.9.

Procedure for micromanipulation

When micromanipulation of the embryos is to be cartied out, this should be done after completion of the
treatments described in point 2 of Article 4.7.5. and conducted in accordance with Chapter 4.9.

Article 4.7.10.

Specific conditions applicable to porcine embryos

The herd of origin should be free of clinical signs of swine vesicular disease and brucellosis. The
development of effective cryopreservation methods for the storage of zona pellucida-intact porcine
embryos is still at a very early stage.

OIE Terrestrial Animal Health Standards Commission / February 2012



16

Annex XII (contd)

Article 4.7.11.
Specific conditions/eemments applicable to equine embryos

The recommendations apply principally to embryos from animals continuously resident in national equine
populations and therefore may be found unsuitable for those from hotses eguiftes routinely involved in
events or competitions at the international level. For instance, in appropriate circumstances horses

travelling with an znternational veterinary certificate {fesg—eompetition-horsesy may be exempt where mutually
agreed upon on a bilateral basis between the respective Veterinary Authorities.

Article 4.7.12.
Specific conditions/eemments applicable to camelid embryos

South American camelid embryos recovered from the uterine cavity by the conventional non-surgical
flushing technique at 6.5 to 7 days post-ovulation are almost invariably at the hatched blastocyst stage, and
thus the zona pellucida has already been shed. Since the embryos.do not enter the uterus and cannot be
recovered before 6.5 to 7 days, it would be unrealistic to stipulate for these species that only zona
pellucida-intact embryos can be used in znternational trade. Fesheould-benoted-howeverthatin 2008 the The
development of cryopreservation methods for storage of camelid embtyos is still at & an wesyearly stage,
and also that pathogen interaction studies with camelid embryoes have not yet been carried out.

Article 4.7.13.
Specific conditions/eemments applicable to cervid embryos
The recommendations apply principally'to embryos derived from animals continuously resident in national
domestic or ranched cervid populations and therefore may be found to be unsuitable for those from

cervids in feral or other circumstances telated to biodiversity or germplasm conservation efforts.

Article 4.7.14.

Recommendations regarding the risk of disease transmission via in vivo derived embryos

Based on the conclusions £ alth— afety :
HASAE) of the IETS:, the followmg #sted diseases and pathogenic agents are categorised into four
categories, which applies only to 7z vive derived embryos.

1. Category 1

a), QCategory 1 diseases or pathogenic agents are those for which sufficient evidence has accrued to
show that the risk of transmission is negligible provided that the embryos are properly handled
between collection and transfer according to the IETS Manuale.

b) The following diseases or pathogenic agents are in Category 1:

—  Aujeszky's disease {pseadorabies) (swinte pigs): trypsin treatment required
—  Bluetongue (cattle)

—  Bovine spongiform encephalopathy (cattle)

—  Brucella abortus (cattle)

—  Enzootic bovine leukosis

—  Foot and mouth disease (cattle)
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—  Infectious bovine rhinotracheitis: trypsin treatment required
—  Scrapie (sheep).

2. Category 2

2)

b)

Category 2 diseases are those for which substantial evidence has accrued to show that the risk of
transmission is negligible provided that the embryos are properly handled between collection
and transfer according to the IETS Manuals, but for which additional transfers are required to
verify existing data.

The following diseases are in Category 2:

—  Bluetongue (sheep)
—  Caprine arthritis/encephalitis

—  Classical swine fever thogeheolers).

3. Category 3

2)

b)

Category 3 diseases or pathogenic agents are those for which preliminary evidence indicates that
the risk of transmission is negligible provided that the embtryos are propetly handled between
collection and transfer according to the IETS Manuals, but for which additional ## vitro and in
vivo experimental data are required to substantiate the preliminary findings.

The following diseases or pathogenic agents are in Category 3:

Bovine immunodeficiency virus (not a /isted disease)
Bovine spongiform encephalopathy (goats) (not a isted disease of goats)

Bovine viral diarrhoea virus (cattle)

Campylobacterfetns{sheepy

ampylobacter fetus (sheep) (not a /isted disease of shee

|

Foot and mouth disease (swige pigs, sheep and goats)

Huemophitussonnns{eattdey

Haemophilus sommnus (cattle) (not a fsted disease)
Maedi-visna (sheep)

Mycobacterinm paratuberculosis (cattle)

Neospora caninum (cattle) (not a listed disease)

Ovine pulmonary adenomatosis (not a /sted diseas

Potcine reproductive and respiratory disease syndrome (PRRS)
Rinderpest (cattle)

Swine vesicular disease.

4. Category 4

a)

b)

Category 4 diseases or pathogenic agents are those for which studies have been done, or are in
progress, that indicate:

i) that no conclusions are yet possible with regard to the level of transmission risk; or

i)  the risk of transmission via embryo transfer might not be negligible even if the embryos are
propetly handled according to the IETS Manual:between collection and transfer.

The following diseases or pathogenic agents are in Category 4:
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—  African swine fever

—  Akabane{cattley
—  Akabane (cattle) (not a /isted disease)

Bovine anaplasmosis
—  Bluetongue (goats)
Border di. h not a listed diseas
Bovine herpesvirus-4 (not a /sted disease)
Chlamydia psittaci (cattle, sheep)
—  Contagions equine metritis
Enterovirus (cattle, swifre pi not a /sted diseas
Equine rhinopneumonitis
Equine viral arteritis
Escherichia coli O9:K99 (cattle) (not a /isted disease)

Leptospire tersenti serovar hardjobovis (cattle) (not a /isted diseas

Leptospira sp. (swine pigs) (not a fisted disease

Lumpy skin disease
—  Mycobacterinm bovis (cattle)
—  Mycoplasma spp. (swige pigs)
—  Ovine epididymitis (Brucella ovis)
—  Parainfluenrza-3-viras{eatde)
Parainfluenza-3 viru n sted diseas
P . .
Patvovirus (swine pigs) (not a fisted disease

C Porcineciceod o

Porcine circoviru: e 2) (pi not a Jisted diseas

Scrapie (goats)
—  Tritrichomonas foetus (cattle)
—  OreaphasmeatMycopasmaspp—{eatde;goatsy
Ureaplasma and Mycoplasma spp. (cattle, goats) (not a fsted disease)

Vesicular stomatitis (cattle, swire pigs).

—  Text deleted
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Annex XIII

CHAPTER 5.3.

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

TRADE ORGANIZATION

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

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) encourages
the Members of the World Trade Organization to base theit saunitary measures on international standards,
guidelines and recommendations, where they exist. Members may choose to adopt a higher level of
protection than that provided by international texts if there is a scientific justification or if the level of
protection provided by the relevant international texts is comsidered to be inappropriate. In such
circumstances, Members are subject to obligations relating to 7isk assessment and to a consistent approach
of risk management.

The SPS Agreement encourages Governments to‘make a wider use of 7isk analysis: WTO Members shall
undertake an assessment as appropriate to the circumstances of the actual 7s£ involved.

The SPS Agreement, in Article 7, oblices WTO Members to notify changes in, and provide relevant

information on, sanitary measures which 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 on the judgement of the equivalence of sanitary measures

The impottation of animals and animal products involves a degree of 7isk to the animal health status of an
importing conntry. The estimation of that risk and the choice of the appropriate risk management option(s) are
made mote difficult by differences among the animal health and production systems in OIE Members. It
is now recognised that significantly different animal health and production systems can provide equivalent
animal and human health protection for the purpose of international trade, with benefits to both the
importing country and the exporting conntry.

These recommendations are to assist OIE Members to determine whether sanitary measures arising from
different animal health and production systems may provide the same level of animal and human health
protection. They discuss principles which might be utilised in a judgement of equivalence, and outline a
step-wise process for trading partners to follow in facilitating a judgement of equivalence. These
provisions are applicable whether equivalence applies at the level of specific measures or on a systems-
wide basis, and whether equivalence applies to specific areas of trade or commodities, or generally.
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Article 5.3.3.
General considerations on the judgement of the equivalence of sanitary measures

Before trade in animals or their products may occur, an wporting country must be satisfied that its animal
health status will be appropriately protected. In most cases, the 7isk management measures drawn up will rely
in part on judgements made about the animal health and production system(s) in the exporting Gountry and
the effectiveness of sanitary procedures 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 iporting country
has traded. Differences may be with respect to infrastructure, policies or operating procedutes, iboratory
systems, approaches to the pests and diseases present, border security and internal movement controls.

International recognition of the legitimacy of different approaches to achieving the mmporting country's
appropriate level of protection (ALOP) has led to the principle of equivalence being included in trade
agreements, including the SPS Agreement of the WTO.

Benefits of applying equivalence may include:

1. minimising costs associated with znternational trade by tailoting animal health 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 eommodity testing and isolation procedures in bilateral or
multilateral agreements.

The Terrestrial Code recognises equivalence by recommending alternative sanitary measures for many diseases
and pathogenic agents. Equivalence may be gained, for example, by enhanced swrweillance and monitoring,
by the use of alternative test, treatment or isolation procedures, or by combinations of the above. To
facilitate the judgement of equivalence, Members should base their sanitary measures on OIE standards,
guidelines and recommendations.

It is essential to apply/a scientific risk analysis to the extent practicable in establishing the basis for a
judgement of equivalence.

Article 5.3.4.
Prerequisite considerations in a judgement of equivalence

1. Application of risk assessment

Application of the discipline of 7isk assessment provides a structured basis for judging equivalence
among different sanitary measures as it allows a close examination to be made of the effect of a
measure(s) on a particular step(s) in the importation pathway, and the relative effects of proposed
alternative measure(s) on the same or related steps.

A judgement of equivalence needs to assess the sanitary measure in terms of its effectiveness regarding

the particular 7isk or group of risks against which the measure is designed to protect. Such an
assessment may include the following elements: the purpose of the measure, the level of protection
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achieved by the measure and the contribution the measure makes to achieving the ALOP of the
importing country.

2. Categorisation of sanitary measures

Proposals for equivalence may be in terms of a measure comprising a single component of a measure
(e.g. an isolation procedure, a test or treatment requirement, a certification procedure) or multiple
components (e.g. a production system for commodity), or a combination of measures. Multiple
components or combinations of measures may be applied consecutively or concurrently.

Sanitary measures are those described in each chapter of the Terrestrial Code which are used for risk
reduction and are appropriate for particular diseases. Sanitary measures may be applied either alone or in
combination and include test requirements, processing requirements, inspection ot.certification
procedures, quarantine confinements, and sampling procedures.

For the purposes of judging 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 national and regional animal health authortities, emergency response
organisations);

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

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

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

In some cases, a comparison of specific, technical requirements may suffice. In many instances,
however, a judgement as to whether the same level of protection is likely to be achieved may only be
able to be determined through an evaluation of all relevant components of an exporting conntry's animal
health and production system. For example, a judgement of equivalence for a specific sanitary measure
at the programme design or implementation level may require a prior examination of infrastructure
while a judgement of equivalence for a specific measure at the specific technical requirement level
may require that the/specific measure be judged in its context through examination of infrastructure
and programmes.

Article 5.3.5.
Principles for judgement of equivalence

In conjunction with the above considerations, judgement of the equivalence of sanitary measures should be
based on-application of the following principles:

1. an dmporting conntry 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;

2. the importing conntry should be able to describe the reason for each sanitary measure i.c. the level of
protection intended to be achieved by application of the identified measure against a bagard,

3. an importing country should recognise that sanitary measures different from the ones it has proposed may
be capable of providing the same level of protection;

OIE Terrestrial Animal Health Standards Commission / February 2012



Annex XIlII (contd)

10.

11.

12.

13.

14.

15.

the dmporting country should, upon request, enter into consultations with the exporting country with the
aim of facilitating a judgement of equivalence;

any sanitary measure or combination of sanitary measures can be proposed for judgement 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,
minimise administrative burden, and facilitate resolution of claims;

the exporting conntry 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
by the importing country,

the smporting country should evaluate submissions for equivalence in a timely, consistent, transparent
and objective manner, and according to appropriate risk assessment principles;

the zmporting conntry should take into account any knowledge of and prior experience with the
Veterinary Authority or other Competent Authority of the exporting country,

the exporting country should provide access to enable the procedures or systems which are the subject
of the equivalence judgement to be examinediand evaluated upon request of the importing conntry,

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

to facilitate a judgement of equivalence; OIE Members should base their sanitary measures on relevant
OIE standards;

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

an zmporting country should give positive consideration to a request by an exporting developing country
for appropriate technical assistance that would facilitate the successful completion of a judgement of
equivalence.

Article 5.3.6.

Sequence of steps to be taken in judgement of equivalence

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

This sequence assumes that the zporting conntry is meeting its obligations under the WTO SPS Agreement
and has in place a transparent measure based either on an international standard or a 7isk analysis.
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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 zmporting country a reason for its sanitary measure in terms of the level of
protection intended to be achieved against a hazard(s);

the dmporting country explains the reason for the measure(s), in terms which would facilitate
comparison with an alternative sanitary measure(s) and consistent with the principles set'out.in these

provisions;

the exporting country demonstrates the case for equivalence of an alternative sanifary measure(s) in a form
which facilitates analysis by an aporting country;

the exporting conntry responds to any technical concerns raised by the zmporting country by providing
relevant further information;

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

b) the expected effect of the alternative sanitary measure(s) on all relevant bazards,
¢) OIE standards;

d) application of solely qualitative‘frameworks where it is not possible or reasonable to conduct
quantitative risk assessment,

the zmporting conntry notifies the exporting country of its judgement and the undetlying reasons within a
reasonable period of time:

a) recognition of'the equivalence of the exporting country's alternative sanitary measure(s);

b) requestforfurther information; or

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

an attempt should be made to resolve any differences of opinion over judgement of a case, either
interim or final, by using an agreed mechanism to reach consensus (e.g. the OIE informal procedure
for dispute mediation), or by referral to an agreed expert;

depending on the category of measures involved, the zmporting country and the exporting country may

enter into a formal equivalence agreement giving effect to the judgement or a less formal
acknowledgement of the equivalence of a specific measure(s) may suffice.

An importing conntyry recognising the equivalence of an exporting conntry's alternative sanitary measure(s) needs to
ensure that it acts consistently with regard to applications from third countries for recognition of
equivalence applying to the same or very similar measure(s). Consistent action does not mean however
that a specific measure(s) proposed by several exporting conntries should always be judged as equivalent as a
measure(s) should not be considered in isolation but as part of a system of infrastructure, policies and
procedures.
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Article 5.3.7.

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

There is no single sequence of steps which should be followed in establishing a zone or a compartment. The
steps that the Veterinary Services of the importing country and the exporting country choose and implement will
generally depend on the circumstances existing within the countries and at their borders, and their trading
history. The recommended steps are:

1. For zoning

)

b)

d

The exporting country identifies a geographical area within its territory, which it considers to
contain an animal subpopulation with a distinct health status with| respect,to specific disease(s),
based on surveillance.

The exporting country desctibes in the biosecurity plan for the'zonethe 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.

The exporting country provides:

i)  the above information to the zmporting conntry, with an explanation of why the area can be
treated as an epidemiologically separate zonefor international trade purposes;

i) access to enable the procedures or systems that establish the gzoze to be examined and
evaluated upon request-bysthe wzporting conntry.

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

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

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

iif) its ownranimal health situation with respect to the disease(s) concerned; and
iv).. other relevant OIE standards.

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

i)  recognition of the zone; or

i)  request for further information; or

ili) rejection of the area as a gone for international trade purposes.

An attempt should be made to resolve any differences over recognition of the goze, either in the

interim or finally, by using an agreed mechanism to reach consensus such as the OIE informal
procedure for dispute mediation (Article 5.3.8.).
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The VVeterinary Authorities of the importing and exporting countries should enter into a formal
agreement recognizing the zoze.

o)

b)

d

For compartmentalisation

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

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

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

i)  the surveillance and monitoring programme in place is appropriate to verify the status of
such a subpopnlation with respect to such disease(s).

The exporting conntry describes the compartment, in accordance with the recommendations in the
Terrestrial Code.

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

i), anevaluation 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;

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

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

1)  recognition of the compartment, or

i)  request for further information; or

OIE Terrestrial Animal Health Standards Commission / February 2012



iif) 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 compariment, either
in the interim or finally, by using an agreed mechanism to reach consensus such as the OIE

informal procedure for dispute mediation (Article 5.3.8.).

h) The Veterinary Authorities of the importing and exporting countries should enter into a formal
agreement recognizing the compartment.

i)  The Veterinary Authority of the exporting country should promptly inform zmporting countries of any
occurrence of a disease in respect of which the compartment was defined.

Article 5.3.8.
The OIE informal procedure for dispute mediation

OIE shall maintain its existing voluntary in-house mechanisms for assisting OIE Members to resolve
differences. In-house procedures which will apply are that:

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

2. If considered appropriate, the Director General of the OIE fecommends an expert, or experts, and a
chairman, as requested, agreed by both parties.

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

4. 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.

5. The expert or experts shall submit a confidential report to the Director General of the OIE, who will
transmit it to both parties.
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CHAPTER 6.4.

BIOSECURITY PROCEDURES
IN POULTRY PRODUCTION

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

The EU reiterates its former comment that the Code should have an introductory
chapter including some part of the Foreword, so that this Chapter 6.4. (and others)
would not be used as unjustified barriers to trade.

Article 6.4.1.

Introduction

Infectious agents of poultry are a threat to poultry health and, at'times, human health and have significant
social and economic implications. In poultry production, especially under intensive conditions, prevention
is the most viable and economically feasible approach. to the control of infectious agents.

Biosecurity procedures should be implemented withuthe objective of preventing the introduction and
dissemination of infectious agents in the pouitry production chain. Biosecurity will be enhanced with the
adoption and implementation of the principles.of Good Agricultural Practices and the Hazard Analysis
Critical Control Point (HACCP) system.

Article 6.4.2.
Purpose and scope
This chapter deals with:biosecurity procedures in pouitry production. It should be read in conjunction with
the Codex Alimentatius Code of Hygienic Practice for Meat (CAC/RCP 58-2005) aad, Code of Hygienic

Practice for Eggs and Egg Products (CAC/RCP 15-1976) and Guidelines for the control of Campylobacter
and Salmonella in chicken meat (CAC/GIL 78-2011).

This chapter identifies several biosecurity measures. The choice of measures to be implemented will vary
according to national conditions, including poultry infection status, the risk of introduction and dissemination
of infectious agents and the cost effectiveness of control measures.

Recommendations on specific infectious agents may be found in relevant disease chapters in the Terrestrial

Cod.

Article 6.4.3.
Definitions

Breeders: means pouitry destined for the production of fertile eggs for incubation for the purpose of
producing day-old birds.
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Live bird markets: means markets where live birds from various sources and species are sold for slaughter,
further rearing or production.

Article 6.4.4.

Recommendations on the location and construction of poultry establishments

1. All establishments (poultry farms and hatcheries)

2)

b)

d)

©)

A suitably isolated geographical location is recommended. Factors to consider include the
location of other poultry and livestock establishments, wild bird concentrations and the distance
from roads used to transport poultry.

Poultry establishments should be located and constructed to provide adequate drainage for the site.
Run-off or untreated site wastewater should not discharge into waterfowl habitats.

Poultry houses and hatcheries should be designed and constructed (preferably’ of smooth
impervious materials) so that cleaning and disinfection can be carried’out effectively. Ideally, the
area immediately surrounding the pouitry houses and hatcheries shouldsbe paved with concrete
or other impervious material to facilitate cleaning and disinfection:

The establishment should be surrounded by a security fence to' prevent the entry of unwanted
animals and people.

A sign indicating restricted entry should be posted at the entrance to the establishment.

2. Additional measures for poultry farms

2)

b)

d)

Establishments should be designed to housea single species and a single production type. The
design should also consider the ‘all-in all=out’ single age group principle. If this is not feasible,
the establishment should be designed so that each flock can be managed as a separate epidemiological
unit.

Poultry houses, and buildings used to store feed, eggs or other material, should be constructed
and maintained to preventthe entry of wild birds, rodents and arthropods.

Where feasible, the floors of poultry houses should be constructed using concrete or other
impervious materials and designed so that cleaning and disinfection can be carried out effectively.

Where feasible, feed should be delivered into the farm from outside the security fence.

3.  Additional measures for hatcheries

)

b)

The design of the hatchery should take account of work flow and air circulation needs, with ‘one
way flow” movement of eggs and day-o/d birds and one way air flow in the same direction.

The hatchery buildings should include physical separation of areas used for the following:
i)  personnel changing, showering and sanitary facilities;

i)  receipt, storage and transfer of eggs;

iii) incubation;

iv) hatching;

v) sorting, sexing and other handling of day-o/d birds,
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vi) storage of egg boxes and boxes for day-o/d birds, egg flats, chick box liners, chemicals and
other items;

vil) equipment washing;

viii) waste disposal;

ix) dining facilities for personnel;
x)  office space.

Article 6.4.5.

Recommendations applicable to the operation of poultry establishments

1. All establishments (poultry farms and hatcheries)

2)

b)

d

2)

h)

All establishments should have a written biosecurity plan. Personnel in thesestablishments should have
access to basic training in biosecurity relevant to poultry ptoduction and understand the
implications to animal health, human health and food safety.

There should be good communication between ‘personnel involved in the pouitry production
chain to ensure that steps are taken to minimise the introduction and dissemination of infectious
agents.

Traceability at all levels of the pou/try production chain should be possible.

Records should be maintained on an individual flock basis and include data on bird health,
production, medications, vaccination, mortality and swrveillance. In hatcheries, records should
include data on fertility, hatchability, vaccination and treatments. Records should be maintained
on cleaning and disinfection of farm and hatchery buildings and equipment. Records should be
readily available for ifispection on site.

Monitoting of poultry health on the establishment should be under the supervision of a veferinarian.

Establishments'should be free from unwanted vegetation and debris that could attract or harbour
pests.

Procedures for the prevention of entry of wild birds into poultry houses and buildings, and the
control of vermin such as rodents and arthropods should be implemented.

Access to the establishment should be controlled to ensure only authorised persons and vebicles
enter the site.

All personnel and visitors entering an establishment should follow a biosecurity procedure. The
preferred procedure is for visitors and personnel entering the establishment to shower and change
into clean clothes and footwear provided by the establishment. Where this is not practical, clean
outer garments (coveralls or overalls, head covering and footwear) should be provided. Entry of

visitors and webicles should be registered by the establishment.
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k)

Personnel and visitors should not have had recent contact with other poultry, poultry waste, or
poultry processing plant(s). This time period should be based on the level of risk of transmission
of infectious agents. This Wlll depend on the pou/tg producnon purpose blosecurlty procedures
and infection status fesgrthe-timebee Weerv 2

Any wvebicle entering an establishment should be cleaned and disinfected according to a biosecurity
plan. Delivery vebicles should be cleaned, and disinfected before lvading each consignment of eggs
or poultry.

2. Additional measures for all poultry farms

o)

b)

Q
de)

fe)

gf)

Whenever possible, the ‘all-in all-out” single age group principle should be used. If this is not
feasible and several flocks are maintained on one establishment, each flock should be managed as a
separate epidemiological unit.

All personnel and visitors entering a pouitry house should wash their hands with soap and water
or sanitize them using a disinfectant. Personnel and visitors should also change footwear, use a
boot spray or use a properly maintained disinfectant footbath: The disinfectant solution in the
footbath should be changed on a regular basis to ensure its efficacy, according to the
manufacturer’s instructions.

Any equipment should be cleaned and sanitized before being taken into a poultry house.

Animals, other than poultry of the apptoptiate (resident) species and age, should not be permitted
access to poultry houses. No animals should have access to other buildings, such as {esg= those
used to store feed, eggs or other material).

The drinking water supply to. poultry houses should be potable according to the World Health
Organization or to the relevant national standard, and microbiological quality should be
monitored if there is any reason to suspect contamination. The water delivery system should be
cleaned and disinfected between flocks when the poultry house is empty.

Birds used to stock a pouitry house should preferably be obtained from breeder flocks and
hatcheries that are free from vertically transmitted infectious agents.

Heat treated feeds with or without the addition of other bacteriocidal or bactetiostatic
treatments, such as fesg= addition of organic acids), are recommended. Where heat treatment is

E=————

not possible, the use of bacteriostatic or bactericidal treatments is recommended.

Feed should be stored in a manner to prevent access by wild birds and rodents. Spilled feed
should be cleaned up immediately to remove attractants for wild birds and rodents. The
movement of feed between flocks should be avoided.

The litter in the pouitry house should be kept dry and in good condition.

Dead birds should be removed from poultry houses as quickly as possible but at least daily. These
should be disposed of in a safe and effective manner.

Personnel involved in the catching of birds should be adequately trained in bird handling and
basic biosecurity procedures.
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kj)

1)

Annex XIV (contd)
To minimise stress poultry should be transported in well ventilated containers and should not be
over crowded. Exposure to extreme temperatures should be avoided.
Containers should be cleaned and disinfected between each use, or disposed of in a safe manner.

When a poultry house is depopulated, it is recommended that all facces and litter be removed
from the house and disposed of in a safe manner to minimise the risk of dissemination of
infectious agents.

If litter is not removed and replaced between flocks then the litter should be treated’in a manner
to minimise the risk of dissemination of infectious agents from one flock to the next.

After removal of faeces and litter, cleaning and disinfection of the pouitry house and equipment
should be done in accordance with Chapter 4.13.

nsm) For poultry flocks that are allowed to range outdoors, feeders, feed and other items which may

attract wild birds should be kept indoors. Poultry should not'be allowed access to sources of
contamination, such as fese—household waste, litter storage areas, other animals, stagnant water
and water of unknown quality}. The nesting area should be inside the powitry house.

To avoid the development of antimicrobial resistance, antimicrobials should be used according
to relevant directions of the Veferinary Servicesand manufacturer’s instructions and in accordance

with Ferrestrial-Code Chapters 6.8, 6.9.,640.6.11.

3. Additional measures for lavers

Refer to Section 3 of the'Codex Alimentarius Code of Hygienic Practice for Eggs and Egg Products
(CAC/RCP 15-1976).

4.  Additional measures for breeders

2)

b)

Nest box litter, and liners should be kept clean.

Hatching eggs should be collected at frequent intervals, at least daily, and placed in new or clean
and disinfected packaging materials.

Grossly dirty, cracked, broken, or leaking eggs should be collected separately and should not be
used as batching eggs.

Hatching eggs should be cleaned and sanitized as soon as possible after collection using an
approved sanitising agent, in accordance with the manufacturer’s instructions.

Hatching eggs or their packaging materials should be marked to assist traceability and veterinary
investigations.

The hatching eggs should be stored in a dedicated room as soon as possible after cleaning and
sanitisation. Storage conditions should minimise the potential for microbial contamination and
growth and ensure maximum hatchability. The room should be well ventilated, kept clean, and
regularly disinfected using disinfectants approved for this purpose.
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5. Additional measures for hatcheries

a) Dead in shell embryos should be removed from hatcheries as soon as they are found and
disposed of in a safe and effective manner.

b)  All hatchery waste, garbage and discarded equipment should be contained or at least covered
while on site and removed from the hatchery and its environs as soon as possible.

c) After use, hatchery equipment, tables and surfaces should be promptly and thoroughly cleaned
and disinfected with an approved disinfectant.

d) Egg handlers and sexers and handlers of day-0/d birds should wash their hands with soap and
water before commencing work and between working with batches©f hatching eges or day-old birds
from different breeder flocks.

e) Hatching eggs and day-old birds from different breeder flocks should be identifiable during
incubation, hatching, sorting and transportation.

f)  Day-old birds should be delivered to the farm in new contazners or'in clean, disinfected containers.

EU comment

In order to avoid antimicrobial resistance at the level of the hatchery, a new point g)
should be added, which could be drafted.in a similar way as point o) of paragraph 2.

Article 6.4.6.

Prevention of further dissemination of infectious agents of poultry

When a flock is suspected or known to be infected, a_veferinarian should be consulted immediately and, in
addition to the general biosecurity measures described previously, management procedures should be
adjusted to effectively isolate it from other flocks on the establishment and other epidemiologically related
establishments. The following'measures are recommended:

1.

N
b

88
>

I
dn

Personnel should manage flocks to minimise the risk of dissemination of infectious agents to other
Sflocks and. establishments, and to humans. Relevant measures include handling of an infected flock
separately, last in sequence and the use of dedicated personnel, clothing and equipment.

, CRT e immmedintele

When 7nfection has been confirmed, epidemiological investigations should be carried out to determine
the origin and route of transmission of the infectious agent.

Poultry carcasses, litter, faeces and other potentially contaminated farm waste should be disposed of in
a safe manner to minimise the risk of dissemination of infectious agents. The disposal method used
will depend on the infectious agent involved.

Depending on the epidemiology of the disease, the results of a risk assessment, and public and animal
health policies, destruction or slaughter of a flock before the end of the normal production period may
be used. When infected flocks are destroyed or slaughtered, they should be processed in a manner to
minimise exposure of humans and other flocks to the infectious agent, and in accordance with
recommendations of the Veterinary Service and relevant chapters in the Terrestrial Code. Based on risk
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assessment, non-infected, high risk flocks may be destroyed or slaughtered before the end of their
normal production period.

Before restocking, the poultry house including equipment should be cleaned, disinfected and tested to
verify that the cleaning has been effective. Special attention should be paid to feed equipment and
water systems.

Microbiological monitoring of the efficacy of disinfection procedures is recommended when
pathogenic agents have been detected in the previous flock.

Depending on the epidemiology of the disease, risk assessment, vaccine availability and public and
animal health policies, vaccination is an option to minimise the dissemination of the infectious agent.

When used, vaccines should be administered in accordance with the directions of the [Veterinary
Services and the manufacturet’s instructions. Recommendations in the Terrestrial Manna/ should be
followed as appropriate.

Article 6.4.7.

Recommendations to prevent the dissemination of infectious agents to and from live bird
markets

Personnel should be educated on the significance of infectious agents and the need to apply
biosecurity practices to prevent dissemination of these agents. Education should be targeted to
personnel at all levels of operations in these markets, such as fewg: drivers, owners, handlers,
processorsy.

Programmes should be implemented to raise.consumer awareness about the risks associated with
activities of live bird markets.

Personnel should wash their hands with soap and water before and after handling birds.
Birds from diseased flocks should not betransported to live bird markets.
All containers and vebicles should be cleaned and disinfected every time they leave the market.

Live birds that leave the market and go to a farm should be kept separately from other birds for a
period of time to minimise the potential dissemination of infectious agents of pouitry.

Periodically the matket should be emptied, cleaned and disinfected. This is of particular importance
when an infectious agent of poultry deemed significant by the VVeterinary Services has been identified in
the market or the region.

Where feasible, surveillance should be carried out in these markets to detect infectious agents of poultry.
The surverllance programme should be determined by the eterinary Services, and in accordance with

recommendations in relevant chapters of the Terrestrial Code.

Efforts should be made to ensure the possibility of tracing all birds entering and leaving the markets.

Text deleted
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Annex XV

CHAPTER 13.2.

RABBIT HAEMORRHAGIC DISEASE

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

Article 13.2.1.
General provisions

For the purposes of the Terrestrial Code, the infective period for rabbit haemorrhagic disease (RHD) shall be
60 days.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 13.2.2.
RHD free country
A country may be considered free from RHD when it has been shown that the disease has not been
present for at least one year, that no vaccination hasibeen carried out in the previous 12 months, and that
virological or serological surveys in both demestic and wild rabbits have confirmed the absence of the
disease.
This period may be reduced to'six monthsafter the last case has been eliminated and disinfection procedures
completed in countries adoptinga stamping-out poliy, and where the serological survey confirmed that the
disease had not occurreddn the wild rabbits.

Article 13.2.3.

RHD free establishment

An establishment may be considered free from RHD when it has been shown, by serological testing, that the
disease has not been present for at least one year, and that no vaccination has been carried out in the
previous 12 months. Such establishments should be regularly inspected by the Veterinary Authority.

A previously infected establishment may be considered free when six months have elapsed after the last case
has been eliminated, and after:

1. a stamping-ont policy has been adopted and carcasses have been disposed of by burning;
2. the rabbitry has been thoroughly disinfected and kept empty for at least six weeks;

3. the rabbitry is properly fenced to prevent the straying of wild lagomorphs into the rabbitry.
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Article 13.2.4.

Trade in commodities

Veterinary Authorities of RHD free countries may prohibit importation or transit through their territory,
from countries considered infected with RHD, of live rabbits, semen, 7eaf and non-treated pelts.

Article 13.2.5.

Recommendations for importation from RHD free countries

For domestic rabbits destined for breeding

Veterinary Authorities of importing countries should require the presentation of an iuternational veterinary certificate
attesting that the animals:

1. showed no clinical sign of RHD on the day of shipment;

2. were kept in a RHD free country since birth or for at least the past 60 days.

Article 13.2.6.

Recommendations for importation from RHD free countries

For dav-old rabbits destined for breeding

Veterinary Authorities of importing countries should requite the presentation of an international veterinary certificate
attesting that the animals:

1. showed no clinical sign of RHD on the day of shipment;

2. were born from female rabbits which had been kept in a country free from RHD for at least the past
60 days.

Article 13.2.7.
Recommendations for importation from countries considered infected with RHD

For domestic rabbits destined for breeding or pharmaceutical or surgical or agricultural or industrial use

Veterinary Authorities.of dmporting countries should require the presentation of an international veterinary certificate
attesting that.the animals:

1.4, showed no clinical sign of RHD on the day of shipment;
AND

2. were kept in a RHD free establishment where no clinical case of RHD was found when inspected by an
Official V eterinarian immediately prior to shipment;

OR
3. were kept in an establishment where no case of RHD was reported during the 60 days prior to shipment

and no clinical case of RHD was found when inspected by an Official V'eterinarian immediately prior to
shipment; and
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were kept in an establishment where no animal has been vaccinated against RHD; and

were kept in an establishment where breeding rabbits (at least 10 percent of the animals) were subjected
to the serological test for RHD with negative results during the 60 days prior to shipment; and

have not been vaccinated against RHD; or

were vaccinated against RHD immediately before shipment (the nature of the vaccine used and the
date of vaccination shall also be stated in the certificate).

Article 13.2.8.

Recommendations for importation from countries considered infected with RHD

For dav-old rabbits destined for breeding

Veterinary Authorities of importing countries should require the presentation of an ternational veterinary certificate
attesting that the anzmals:

OR

were kept in a RHD free establishment where no clinical case.0f RHD was found when inspected by an
Official V eterinarian immediately prior to shipment;

were kept in an establishment where no case of RHD was reported during the 30 days prior to shipment
and no clinical case of RHD was found when inspected by an Official V'eterinarian immediately before
shipment; and

have not been vaccinated against RHD; and

were born from female rabbits which were subjected to the serological test for RHD with negative
results during the 60 days prior to shipment.

Article 13.2.9.

Recommendations.for importation from countries considered infected with RHD

For domestic rabbits destined for immediate slaughter

Veterinary Anthorities of importing countries should require the presentation of an international veterinary certificate
attesting that the animals:

1.

showed no clinical sign of RHD on the day of shipment;

2. were kept in an establishment where no case of RHD was reported during the 60 days prior to shipment.

Article 13.2.10.

Recommendations for importation from countries considered infected with RHD

For semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the donor animals:
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1. showed no clinical sign of RHD on the day of collection of the semen;

2. were subjected to the serological test for RHD with negative results during the 30 days prior to
collection.

Article 13.2.11.
Recommendations for importation from countries considered infected with RHD

For domestic rabbit meat

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the meat comes from animals which:

1. were kept in an establishment where no case of RHD was reported during the 60 days prior to transport
to the approved abattoir,

2. were subjected to ante-mortem inspections for RHD with favourable results;
3. showed no lesions of RHD at post-mortem inspections.
Article 13.2.12.

Recommendations for importation from RHD free countries

For non-treated pelts

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the pelts come from rabbits which had been kept in a country free from RHD for at least
60 days before slaughter.

Article 13.2.13.

Recommendations for importation from countries considered infected with RHD

For pelts

Veterinary Anthorities of importing countries should require the presentation of an international veterinary certificate

attesting that the pelts were subjected to a drying treatment for at least one month and a formalin-based

tréatment by spraying at a three percent concentration, or by fumigation carried out ineenformity-with
i i <4, not more than seven days prior to shipment.

—  Textdeleted
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Annex XVI

CHAPTER 6.7.

HARMONISATION OF
NATIONAL ANTIMICROBIAL RESISTANCE
SURVEILLANCE AND MONITORING PROGRAMMES

EU position

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

Moreover, the EU reiterates its former comment: there is not enough emphasis on
animal pathogens in some of the sections. The guidance seems to be focussed entirely on
monitoring of resistance of potential food borne pathogens. No guidance with relevance
for pathogens of animal health concern is given on sample sources, and in particular not
for the type of samples. It is important that the animal health aspect (and thus animal
pathogens, including non-enteric ones) is also includedin this OIE guidance.

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,

and in products of animal

(e e—avian-—povine €aprine —equine,ovine potrene)

in food producing animals

origin intended for human consumption.

Article 6.7.2.

Purpose of surveillance and monitoring

Active (taroete urveillance and monitoring are as core parts of national antimicrobial resistance

surveillance programmes. Passive surveillance and monitoring may offer additional information (refer to
Chapter 1.4.). Regional cooperation between Members conducting antimicrobial resistance surveillance
should be encouraged.

4. Surveillance and monitoring of antimicrobial resistance is necessary to:

Llay follow—trends—in assess and determine the trends and soutrces of antimicrobial resistance treads in

bacteria;
2.6} detect the emergence of new antimicrobial resistance mechanisms;

to fer animal humans and

3.6y provide the data necessary for conducting risk analyses wwith as relevantee
human animal health;

4.d)y provide a basis for policy recommendations for animal and human publie health;
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5.e) provide information es fer for evaluating antimicrobial prescribing practices and, usefad for
developmentef prudent use recommendations.

EU comment

There should be a new point 6: ""assess and determine effects of actions to combat
antimicrobial resistance™. Indeed, this point is important and is not covered in the
points above.

Article 6.7.3.

The development of antimicrobial resistance surveillance and monitoring programmes

1. General aspects

Surveillance of antimicrobial resistance at regular-ertargeted intervals or ongoing monitoring of the
prevalence of resistance in prevalence—changes—eof—resistant bacteria from ef animals, food,
environmental and<humans esigin, constitutes a critical part of a—animal health and food safety
strategyies aimed at limiting the spread of antimicrobial resistance and optimising the choice of
antimicrobial agents used in therapy.

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) atl-based surveys {ineludingseatistieally-based-programmesy,

b) teutine sampling and testing of food producing animals_on the farm, at live animal market_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.

\ EU comment
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In order to be consistent with the second paragraph above and other parts of this
chapter, as well as with the Codex Alimentarius recommendations, there should be a

new point e): *'sampling and testing of food products of animal origin."

2. Sampling strategies

2 General

i) Sampling should be conducted on a statistical basis. The sampling strategy should ensure assure:

— the sample is representativeress of the population of interest;
—  the robustness of the sampling method.
#ib) The following criteria are to be considered:
—  samplesize;
—  sample source fesg= such as food producing animal, food, animalfeedy;
— animal species;
—  category of animal within species {esg: such as age group, production typey;
—  stratiffeation-within-eategory;
—  health status of the animals fesg= such as healthy, diseased);
—  randem sample selection {esgs such as targeted; systematic randomy;

—  type of sample speeimens (e.g. faecal, carcass, proeessed food product).
— sample size;
b)3) Sample size

The sample size should bes#large enough to allow detection of existing and emerging antimicrobial
resistantee resistance phenotypes;

Samples size estimates for prevalence of ant1m1crob1al resistance in a lar e population is provided

Details-areprovidedin Table 1 below.

Table 1. Sample size estimates for prevalence of antimicrobial resistance in a large population

90% Level of confidence 95% Level of confidence

Ex ected
90% Desired precision 95%-Desired precision
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34.

Sample sources

Members should examine their livestock production systems is of available information an

45sess ghlch sources are hkelg to contrlbute most to a Qotentlal rlsk to and-deeideafter riskanalysis,

bo)

Animal feed

Members should consider including animal feeds in surveillance.and monitoring programmes as
they may become contaminated with antimicrobial resistant bactetia, e.ovSalmonella.

Food producing animals

Categorles of food Qroducmg ammal hvesﬂaelefh&t—shet&&ae—eeﬂs&éefed—fer—s&m}ahﬁgﬂﬁe}aée

>

fish onsldered for samghng should be relevant to the country’s Qroductlon sgstem hvesteek
and-neclade,

Food and-antmal-feed

Members should consideriincluding relevant food products originating from food producing
animals in surveillance’and monitoring programmes as foodborne transmission Centaminated

food is eommonly considered to be an 1rnportan fhe—pﬂﬂel-pa—} route for the transfer of

antimicrobial resistance.
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H—I_;l—l_l_l—

45. Type of Ssample speeimens to be collected
Feed samples should be collected in amounts sufficient for isolation of resistant bacteria of concern
(at least 25 ¢) and should be linked to pathogen surveillance programmes.
Faecal samples should be collected in amounts sufficient for isolation of the resistant bactetia of
concern (at least 5 ¢ from bovine and porcine and whole caeca from Doultrv) aﬂ—s&em—hvesfeeleaﬂé
Sampling of the carcasses at the abattoir provides information on slaughter practices, slanghter hygiene
and the level of microbiological faeeal contamination and cross-contamination of meat, el-&ﬁﬁg—t—he
stanghter—proeess. Further sampling of the product at retail sales level from—the—rtetail-ehain may
provides additional information on the overall microbiological contamination from slaughter to th
consumer. prevalence-changesbeforethefoodreachestheconsumer
Existing food processing microbiological monitoring, asd ‘hazard analysis and critical control points’
(HACCP) and other food safety programmes may provide useful samples for surveillance and
monitoring of resistance in the food chain after sianghter.
Table 2 provides examples of sampling sources, sample types and monitoring outcomes.
Table 2. Examples of sampling sources, sample types and monitoring outcomes
Additional information
Source Sample type | Outcome required# ot additional
stratification
Prevalence of resistantee i bacteria .
. W . . PeraAge categories,
originating from animal populations (of .
Herd £ or Eaccgfot different production types) production types, etc.
flock of origin ||bulk milk p P Antimicrobialbietie use
— — % Relationship resistance — antimicrobial over fime
biotie use
Prevalence of resistantee -bacterial
Abattoir Faecal populatiens originating from animals at
slaughter age
Caecaf ot
; 7L - As above
Tintestine
I T [ e
Processing, Meat-Food |Hygiene, contamination during
packing products processing and handling
. Prevalence of resistantee s bacteria
Point of sales |Meat Food S -
o~ originating from food, exposure data for
(Retail) products
consumers
Proval  resistantee inl A
N b inatino f bes,
dataforconsumers
Various origins [[Animal feed ||Prevalence of resistantee i bacteria
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originating from animal feed, exposure
data for animals

56. Bacterial isolates

The following categories of bacteria could be monitored:

2)

b)

Animal bacterial pathogens televant to the countries’ priorities

Monitoring of antimicrobial resistance in animal pathogens is important, both to:

i)  detect emerging resistance that may pose a concern for animal human and human animal
health;

i)  guide veterinarians in their prescribing decisions.

Information on the occurrence of antimicrobial resistance in animal pathogens is in general
derived from routine clinical material sent to veterinary diagnosticwaboratories. These samples,
often derived from severe or recurrent clinical cases including therapy’ failure, may provide
biased information.

Zoonotic bacteria

0 Salmonella

Salmonella should be sampled from animal feed, food producing animals; eatte;—pigs;
brotlers—and—other—poultsy; and animal derived food products. For the purpose of
consistency and harmonisation, samples<should be preferably taken at the abattoir.

Surveillance and monitoring programmes may also use include bacterial isolates obtained
from designated national Jaboratories originating from other sources.

Isolation and ideatification of bacteria and bacterial strains should follow nationally ot
internationally standardised aeeepted procedures.

Setovars of public health epidemielogiteal importance such as . Typhimurium and S.
Enteritidis should be included. The inclusion seleetten 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 /zboratories. Eor those countries that
have the capabilities, Sa/monella could be genotyped using genetic finger-printing methods.

i) Campylobacter

Campylobacter jejuni and C. coli should be isolated from food producing animals and

associated food products (primarily from poultry).
as—commensal—baeteria: [solation and identification of these bacteria should follow

nationally or internationally standardised aeeepted procedures. Campylobacter isolates should
be identified to the species level.

v atateaanttietroptar SUSEep Dty teSHRSMEtROaS SOt POEe USea:
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iii) Other emerging bacterial pathogens Enterohaemorthagic Escherichin—coli

Other emerging bacterial pathogens such as methicillin resistant Stagphylococcus aureus
(MRSA), Listeria monoeytogenes or others which are pathogenic to humans, may be included
in resistance surveillance and monitoring programmes.

c¢) Commensal bacteria

E.stherichia coli and enterococes (Enterococcus faecium and E. faecalis) may be sampled from animal feed
food producing animals and animal-derived food products.4re-eommeon-—commensal-baeteria:

These bacteria are commonly used in surveillance and monitoring programmes as indicators,
providing information on the potential reservoir. eensidered—to—constitute a—teservoir of

antimicrobial resistance genes, which may be transferred to pathogenic bacteria. eausing—disease
inanimals-orhamans: It is considered that these bacteria should be isolated from healthy animals,

preferably at the abattoir, and be monitored for antimicrobial resistance.

| Nevembles Prevalence of resistanee in bcterin |
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oinatinef bles. 1
for-consumers
. B ] s ~ .
otigin feed ; i g] a
67. 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.

+
oo

Antimicrobials te-beuseddn susceptibility testing

Clinically important antimicrobial agents# ot classes used in human and veterinaty medicine should
be included in antimicrobial resistance surveillance programmes menitored.. Member Countries

should refer to Ehaptert1-6-of the Terrestrrai-Mannatand the OIE list of antimicrobials of veterinaty

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 Chapter 1.1.6. of the Terrestrial Manualy, concerning laboratory methodologies for bacterial

9109.

)

b)

d)

Recording, storage and interpretation of data results

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.

The storageof raw (primary, non-interpreted) data is essential to allow the evaluation efthe-data
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 (comparabilityZ 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 skall be recorded quantitatively:

i) as distributions of minirram-inhibiteryconeentratons{MICs} in milligrams per litre;

i)  or inhibition zone diameters in millimetres.

The information to be recorded should include, where possible, atteast the following aspects:

1)  sampling programme;
i) sampling date;

ili) animal species/ortivestoekeategotry-type;
iv) type of sample;
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v)  purpose of sampling;
vi) type of antimicrobial susceptibility testing method used;
vii) geographical origin (geographical information system data where available) of herd, flock or

animal,

vil) age-of Aanimal factors (e.g. age, condition, health status, identification, sex).

e) The reporting of laboratory data should include the following information:
1) identity of laboratory,
i) isolation date,
iii) reporting date,
iv) bacterial species,

and, where relevant, other typing characteristics, such as:

V)  serovattype Of serovar,
vi) phage-_type,

vil) antimicrobial susceptibility result /-0t resistance phenotype,

viii) meleeddar genotype.

f)  The proportion of isolates regarded as tesistant should be reported, including the defined
interpretive criteria breakpoints used.

@) In the clinical setting, breakpoints ‘ate used to categorise bacterial strains as susceptible,
intermediate suseeptible-or resistant. These clinical breakpoints; eften—referred—to—as—linieal-or

pharmacologieal-breakpotnts;-maycbe are elaborated on a national basis and may vary between

Members.

h) Fhesystem—of reference—tsed—should—be—reeorded: The antimicrobial susceptibility testing
standards and guidelines used should be recorded.

i)  For surveillance’ purposes, use of the microbiological breakpoint (also referred to as
epidemiological cut-off point), which is based on the distribution of MICs ot inhibition zone
diameters of the specific bacterial species tested, is preferred. When using microbiological
breakpoints, only the bacterial population with acquired resistance that cleatly deviates from the
distribution of the normal susceptible population will be designated as resistant.

j) . Ideally H-aswailable, data should be collected at the individual isolate level, allowing antimicrobial

resistance patterns to be recorded the-phenotype-of-theiselates{resistance—patternyshould-be
recorded.

110. Reference laboratory and annual reports

a)  Members 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 at-a—eentral
leeation within the country;

iii) produce an annual report on the antimicrobial resistance situation ef in the country.
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b) The national reference centre should have access to the:
1) raw data;
i)  complete results of quality assurance and inter-laboratory calibration activities;
iif) inter-laboratory proficiency testing results;

iv) information on the structure of the monitoring system;

v) information on the chosen laboratory methods.

— Text deleted
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Annex XVII

CHAPTER 6. 8.

MONI TORI NG OF THE
QUANTI TI' ES AND USAGE PATTERNS OF
ANTI Ml CROBI ALS AGENTS USED I N
FOOD PRODUCI NG ANI MALS ANIHMAL—HUSBANDRY

EU position
The EU thanksthe OIE and supportsthe adoption of this modified chapter.

In order to better harmonisethe Terrestrial and Aquatic Codes and to r‘ake e&)nomleﬁ
of scale, the EU encouragesthe Ol E to have a single ad hoc Grouy dealngwnh both the
Terrestrial and Aquatic Codes on this matter.

.

Article 6.8. 1.

y 4

Purpose

v

The purpose of these recommendations is to describe an approach to the monitoring of the quantities of

antimicrobials agents used in food producing animals

In order to evaluate antimicrobial exposure in food Qr@ucing animals, quantitative information should be

collected to monitor usage patterns by animal species, antimicrobial agents£ or class, type of use

(therapeutic or non-therapeutic) and foute of ag@inistration.

Article 6.8. 2.
A

Objectives

The information provgd in these recommendations is essential for antimicrobial resistance risk analyses
and planning purposes and should be read in conjunction with Ferrestrist-Code Chapters 6.7. and 6.10.. This

information; is neceggary_ eanbehelpful in for interpreting antimicrobial resistance surveillance data and
can assist in responding to problems of antimicrobial resistance in a precise and targeted way.
The continued ¢ llecnon of th1 asic 1r1format10n ll al o hel to ive an in 1cat10n of tren in the use

antimi
animals. This information may also assist in risk management to ia evaluateing the effectiveness of efforts
to ensure responsible and prudent use and mitigation strategies (for example, by identifying changes in
veterinary prescribing practices fer—seterinariansy and to indicate where change alteration of antimicrobial

usage preseribing practices might be appropriate, The publication of seme-eorall of these data maybe
kelpfal is important to ensure transparency and to allow all interested parties to assess trends, to perform
risk assessments and for risk communication purposes. ; erif-changesinpreseriptionpractice-havealtered
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Article 6.8.3.

Development and standardisation of antimicrobial monitoring systems

Systems to monitor antimicrobial usage consist of the following elements:

1.  Sources of antimicrobial data ‘ )

)

b)

Basic sources

N\

Sources of data will vary from country to country. Such sources may include customs, import

and export data, manufacturing and manufactaring sales data:

Direct sources /
Data from animal yeterinary medicinal product reglstratlon authorities, wholesalers,
retailers, pharmacists, veterinarians, feed stotes, d mills and etganised pharmaceutical

industry associations inthese-eeuntries can might bewefficient and practical sources. A possible
mechanism for the collection of this information is to make the provision of appropriate
information by pharmaceutical manufacturers to the regulatory authority one of the
requirements of antimicrobial registration.

End-use sources (veterinarians and food animal producers)
4

This may be appropriate when basic (i direct sources cannot be used for the routine collection
of this the information ﬁé or when more accurate and locally specific information is required

(such as off label use).
Periodic col?on o@s type of information may be sufficient.

e g
Collection, storage and processmg of data from end-use sources should be carefull; de&gned2
well }nanaged and i 6

5 have the agablhg to Qroduc &év&ﬁf&ge—eﬁpfedﬂetﬁg accurate

and targeted information.

Other sources

Non-conventional sources including internet sales data related to antimicrobial agents could be
collected where available.

Members may wish to consider, for reasons of cost and administrative efficiency, collecting medical,
food producing animal, agricultural and other antimicrobial use data in a single programme. A
consolidated programme would also facilitate comparisons of animal use with human use data for
risk_analysis purposes and help to promote optimal usage of antimicrobial agents.
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Annex XVII (contd)

2. Types and reporting formats of antimicrobial usage data Categories-ofdata
a) Type of Requirementsfor antimicrobial use data enantimierebialuse

The minimal data collected at minimum should be the anaual weight in kilograms of the active
1ngred1ent of the antlrrncrobml(s) used in food groducmg animals preduetion per vear. This

7). Lt is QO§§1QIG to estimate total

usage by collecting sales data, prescribing data, manufacturing data import and

export data or any combination of these.

DEIoO™W

basic information.

Information on i dosage regimens (dose, dosing interval and duration of the

antimicrobial usage in food producing animals.
b) Reporting formats of antimicrobial use data y 4

4
The antimicrobial agents#£, classes# or sub-classes to be included in data reporting should be
based on current known mechanisms of antimicrobial activity and antimicrobial resistance data.

Nomenclature of antimicrobial agents should comply with international standards where
available,

For active ingredients present in the form.of compounds or derivatives, the mass of active entity
of the molecule should be fecorded. For amtibioties antimicrobial agents expressed in
International Units, the ealewlation—rtequired factor used to convert these units to mass of active
entity should be stated. @

The re ortm of antumcro ial use data ma be further or amsed by species, b route of
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Interpretation

According to the OIE riskaasse ent ouidelines (refer to Chapter 6.10.), factors such as the number# ot

percentage of animals treated, treatment regimes, tvpe of use and route of administration are key elements

to consider.

-

When. comparing antimicrobial use data over time, changes in the size and composition of animal
populations should also be taken into account.

The inter%tation and communication of results should take into account factors such as seasonality and

— Text deleted
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Annex XVIII

CHAPTER 6. 11.

ZOONOSES TRANSMI SSI BLE
FROM NON- HUMAN PRI MATES

Article 6.11.1.

EU comments

i

The EU can support the adoption of this modified chapter on the condition that its
comment asto CITESinserted in the text below istaken into account:.

&,
Further comments areinserted in the text below asto a reference to/Article 7.8.7 on use
of purpose bred non-human primates and the entriesfor " Tuberculosis’ in thetables.

Introduction

& .
There are about 480-376 different species of non-human primates belonging to 32 suborders which are
split into 42-15 families. The tree shrew family (previously considered as belonging to the primates) has

not been included in these recommendations.
-y

All wild non-human primate species are included in Appendix I or Appendix II of the Convention on
International Trade in Endangered Species of Wild Fauna and Flora (CITES) and may be transported
internationally only if accompanied by the permits or certificates required under CITES.

A .,

EU comment
The EU suggests amending the paragr aph above asfollows:

" All witd non-hum@n prirﬁte species are included in Appendix | or Appendix Il of the
Convention on International Trade in Endangered Species of Wild Fauna and Flora
(CITES) and may betransported internationally only if accompanied by the permits or
certificatesrequired.under CITES."

=

Technical correction to be in line with the text of CITES which covers all non-human

Justification

primates’wild and those bred in captivity) and concernstrade, not transportation.

Most imported non-human primates are destined for research, educational or breeding purposes. Before
non-human primates are used for any purpose, all alternatives to their use should be explored.

EU comment
In the paragraph above, the EU would like to add the following sentence:

" With regard to non-human primates used in research and education, Article 7.8.7. is
applicable.”
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Justification

Asalready stated a number of these animals are used in research and education and it is
important to note that additional guidelinesin Chapter 7.8 of the Code apply. Thisisin
particular relevant for non-human primates, which should not be wild caught.

Public health and safety, amimal welfare and pathogen introduction to wild populations are the primary

issues of concern in the importation and keeping of non-human primates. This is especially true where
close contact between humans and animals, their body fluids, faeces and tissues is likely to occur.
Minimising the risé requires well-trained personnel and the following of stringent personal hygiene

standards.
F 4 N

The likelihood ###£ of carrying zoonotic pathogens is related to the taxonomic position and the region of
origin of the species concerned. It can be considered to increase from prosimians to marmosets and
tamarins, then to other New Wotld monkeys, to Old World monkeys and apes. The likelihood #£& of
carrying zoonotic agents is also greater in wild-caught non-human primates than in captive-bred animals
which have been maintained in a well-defined environment under veterinary supervision. For non-human
primates taken from the wild, usually only very limited health related information can be given by the

B
\\l
Most pathogens #sesses referred to in this chapter are not included in the OIE List, and thete is,
consequently, no requirement to report them on a regular basis within the OIE animal disease reporting

supplier and by the Veterinary Authority of the exporting conntry.

system. However, the requirement to report exceptional epidemiological events remains in effect.

Standards for diagnostic tests for some Qatho%ens are described in the Tervestrial Manual fender—stady).

Article 6.11.2.
General recommendations

Veterinary Authorities of exporting countries should issue international veterinary certificates only upon presentation
of valid CITES documentation.

Va 4
Veterinary Authorities should make sure that the animals are individually identified by approved methods
that assure traceability and to avoid transmission of disease (see Chapter 4.15.).

For reasons of public health, animal welfare and pathogen introduction to wil ulations, Veferinary
Authorities of importing countries should not authorise the import of non-human primates for the purpose of
being kept as pets.

In the case of a non-human primate being imported directly from a country within the natural range of
the animals species concerned, and where only limited diagnostic testing is available, health-guarantees
ean—be—given; eterinary Authorities of importing countries should place motre emphasis on quarantine
procedures and less on veterinary certification. As a matter of principle, limited health guarantees given
by the supplier or the Veterinary Authority of the country of origin should not constitute an obstacle to
imports, but very strict post import quarantine requirements should be imposed. Particularly, the
quarantine should meet the standards set in Chapter 5.9., and should be of sufficient length to minimise
the 7isk of transmission of diseases where tests are not readily available or of limited value.

Veterinary Authorities of importing countries may reduce the quarantine requirements for non-human primates

imported from premises with permanent veterinary supervision provided that the animals were born ot
have been kept for at least 2 years on these premises, ate individually identified and accompanied by
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proper certification issued by qualified officials, and the official certification is supplemented by a
complete documentation of the clinical history of each animal and its group of origin.

In cases where it is necessary to import non-human primates which are known or suspected to be carriers
of a zoonotic disease, the import should not be restricted by any of these recommendations, provided that
the eterinary Authority of the importing country requires the placing of the animals in an establishment
located on its territory which has been approved to receive them and which meets the standards set in

Chapter 5.9.

Article 6.11.3.
General certification and transportation requirements

Veterinary Authorities of importing countries should require:

for all non-human primates

1. the presentation of an international veterinary certificate attesting that the animals:
. . . . . . . . y ‘ . .
a)  have been individually identified (the means of identification should be stated in the certificate);
and

b) have been examined on the day of shipment and found to be healthy, free from clinical signs of
contagious disease, and fit for transport;

N 4

2. the attachment to the international veterinary certificate of all relevant records, including all vaccinations,
tests and treatments performed during the lifetime of each primate before shipment;

%

the necessary CITES permit from the relevant wildlife authority;

A

the transport of the animals by air in accordance with the Live Animals Regulations of the
International Air Transport Association or by rail or road under equivalent standards for surface
transport.

‘ .
Article 6.11.4.
& N
Quarantine requirements for non-human primates from an uncontrolled environment
Veterinary Aunthorities of importing conntries should require for shipments which originate from the wild or

other sources where they were not subjected to permanent veterinary supervision:

1. the presentation of the documentation referred to in Article 6.11.3.;
_— N
2. the immediate placement of the animals in a guarantine station meeting the standards set in

Chapter 5.9. for at least 12 weeks; and during this quarantine:
N -
a) all animals should be monitored daily for signs of illness and, if necessatry, be subjected to a
clinical examination;

b) all animals dying for any reason should be subjected to complete post-mortem examination at a
laboratory approved for this purpose;

¢) any cause of illness or death should be determined before the group to which the animals
belong is released from quarantine;

d) animals should be subjected to the following diagnostic tests and treatments in accordance with
Chapter 4.15.:

Disease/agent Animal groups Schedule Methods
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Endo- and All species At least two tests, one | Testing methods and antiparasitic treatment as appropriate to
ectoparasites of which should be at | species of animal and parasitic agent.
the start, the other
towards the end of the
quarantine
Tuberculosis Marmosets and Two tests at an
(Mycobacterium tuberculosis tamarins interval of 2 to 4

Homints and M. bovis)

weeks

Prosimians, New
World monkeys, Old
Wortld monkeys,
gibbons and great apes

At least three tests at
intervals of 2 to 4
weeks

may-eliminateconfusion:

In-vitro gamma interferon assay or polymerase chain reaction

(PCR) assay. The skin test using mammalian tuberculin (old
rculin) i most reliable of all. Skin

tamarins or small prosimians should be petformed in the

minal skin r: t than in velid. In som i

orang utan), skin tests for tuberculosis are notorious for false
itive resul mpatati in

ith cultures, radiography, ELISA, in-vitro

in marm

mammalian an

A 4

Other bacterial
pathogens (Salmonella,
Shigella, Yersinia and
others as appropriate)

All species

N\

Daily test for 3 days

after é‘ival, and Qg:

least one of two more
_tests.at intervals of 2
to 4 weeks

__

Faecal culture. The fresh faeces or rectal swabs have to be cultured
immediately or to be placed immediately in the transportation
medium.

Hepatitis B

Gibbons angmt

apes

First test during first
week; second test after
3 to 4 weeks

Serological tests for anti-hepatitis B core antigen and for hepatitis
B surface antigen, and additional parameters as appropriate.

EU comment

In the tabIeAaDove, the EU suggests amending the first column of the entry for
" Tuberculosis' asfollows:

" Tuber culosis (Mycobacterium tuber culosis complex hominis-and-M-—beovis)"

Justification

The whole Mycobacterium tuberculosis complex should be included (i.e. M. tuberculosis,
M. bovis, M. africanum, M. microti, M. canetti, M. pinnipedi, M. caprae and the Bacillus
Calmette-Guérin vaccine strain) as they all are possible causative agents of tuberculosis
and may be harbored by non-human primates.

Inadditten; Veterinary Authorities of importing conntries should recognise the public health importance of
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ether zoonoses listed in the table below as well-seeh as measles (a human disease, sometimes affecting
non-human primates), hepatitis A, monkey pox, Marburg disease or Ebola/Reston yirus,
retroviruses, etc., even though this article does not recommend specific testing or treatment
protocols for these agents during the quarantine period. Veterinary Authorities should recognise that, if
animals are infected, the importation and spread of many such agents will be best controlled by the
detection of clinical signs of disease during a 12-week quarantine period H—this—is—eetrreetly
implemented—duringa—12-weekperiod. Horsomearal soomoses—eg

a %

- ; thelhe
precautions described in Article 6.11.7. must be strictly applied when handling such non-human
primates in order to protect human health and safety.

Certain endemic viruses, such as herpesviruses or retroviruses, may be present in both wild and
captive populations of primates. These viruses are often asymptomatic in primate species. If animals
are being imported to be introduced to other populations of the same species, it may be advisable to

termine if the animals selected for importation ha imilar viral profiles to the establishe

population.

Article 6.11.5.

Certification and quarantine requirements for marmosets and tamarins from premises under
veterinary supervision

\ ¢

Veterinary Authorities of importing countries should require:

B

for marmosets and tamarins from premises under veterinary supervision

1. the presentation of an iuternational veterinary certificate attesting that the shipment meets the
requirements specified in Article 6.11.3., and that the animals:

a) were either born in the premises of origin or have been kept there for at least 2 years;

b) come from premises which are under permanent veterinary supervision, and where a suitable
health monitoring programme is followed, including microbiological and parasitological tests as
well as necropsies;

%
Annex XVIII (contd)
¢) have been kept in buildings and enclosures in which no case of tuberculosis has occurred during
the last 2 years prior to shipment;
A
2. adescription of the health monitoring programme implemented by the establishment of origin;
3. the placement of the animals in a guarantine station meeting the standards set in Chapter 5.9. for at
least 30 days; and during this period:
y

a)  all animals should be monitored daily for signs of illness and, if necessatry, be subjected to a
clinical examination;

b) all animals dying for any reason should be subjected to complete post-mortem examination at a
laboratory approved for this purpose;

¢) animals should be subjected to the following diagnostic tests and treatments in accordance with
Chapter 4.15.:

Disease/agent Animal groups Schedule Methods
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Bacterial pathogens All species Daily test for 3 days sithin | Faecal culture. (See further
(Salmonella, Shigella, Yersinia thefirst S-days after arrival | comments in the Table of
and others as appropriate) Article 6.11.4.)

Endo- and ectoparasites | All species At least two tests, one of Testing methods and

which should be at the
start, the other towards the
end of the quarantine

antiparasitic treatment as
appropriate to species of
animal and parasitic agent.

Veterinary Authorities of importing conntries should not normally require any tests for viral zufections diseases or
for tuberculosis. However, stringent precautions to ensure human health and safety should be followed as
recommended in Article 6.11.7.

Article 6.11.6.

A

Certification and quarantine requirements for other non-human primates from premises under
veterinary supervision

Veterinary Authorities of importing countries should require:

for prosimians, New World monkeys, Old World monkeys, gibbons and great apes from premises under
veterinary supervision

1. the presentation of an international veterinary certificate attesting that the shipment meets the
requirements specified in Article 6.11.3., and that the animals:

o)
b)

b “ad
were either born in the premises of origin or have been kept there for at least 2 years;

come from premises which are under permanent veterinary supervision, and where a suitable
health monitoring programme is followed, including microbiological and parasitological tests as
well as necropsies;

have been kept in buildings and enclosures in which no case of tuberculosis has occurred during
the last 2 years prior to shipment;

come from premises in which no case of tuberculosis or other majot zoonosis including rabies has
occurred during the last 2 years prior to shipment in the building where the animals were kept;

were subjected to a tuberculosis test on two occasions with negative results, at an interval of at
least 2 weeks between each test during the 30 days prior to shipment;

were subjected to a diagnostic test for pathogenic enteric bacteria including Salmonella, Shigella
and Yersinia,

Annex XVI1II (contd)

g)

\
h)

A |

were subjected to diagnostic tests for, and appropriate treatment against, endo- and
ectoparasites;

were subjected to a diagnostic test for hepatitis B virus and their current status documented
(gibbons and great apes only);

2. the placement of the animals in a quarantine station for at least 30 days, and during this period:

2)

b)

all animals should be monitored daily for signs of illness and, if necessary, subjected to a clinical
examination;

all animals dying for any reason should be subjected to complete post-mortem examination at a
laboratory approved for this purpose;

any cause of illness or death should be determinated before the group to which the animals
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belong is released from quarantine;

d)  animals should be subjected to the following diagnostic tests and treatments in accordance with
Chapter 4.15.:

Disease/agent Animal Schedule Methods
groups
Tuberculosis All species One test Skin test or serology. In-vitro gamma

interferon assay or polymerase chain
reaction (PCR) assay. (See further

comments in the Table of Article 6.11.4.)

Other bacterial All species Daily test for 3 days sithinn | Faccal culture. (See further comments in
pathogens (Salnonella, thefirstS-days after the Table of Article ?11.4.) \ .
Shigella, Yersinia and arrival, and another test at
others as appropriate) least one week later

N
Endo- and All species At least two tests, one of Testing methods and antiparasitic
ectoparasites which should be at the treatmentas appropriate to species of

start, the other towards the | animal and parasitic agent.
end of the quarantine

{ >

EU comment )

In the table above, the EU sugg ame%ing the first column of the entry for
" Tuberculosis' asfollows: -

" Tuber culosis (Mycobacterium tuber culesis complex)”

Justification N\ »

The whole Mycobacteriumﬁberculosis complex should be included (i.e. M. tuberculosis,
M. bovis, M. africanum, M. microti, M. canetti, M. pinnipedi, M. caprae and the Bacillus
Calmette-Guérinvaccine strain) as they all are possible causative agents of tuberculosis
and may be harbored by non-human primates.

Veterinary Authorities of importing countries may sheuld not normally require any tests for viral diseases.
However, stringent precautions to ensure human health and safety should be followed as recommended in
Article 6.11.7.

Article 6.11.7.

Precautionary measures to be followed by staff exposed to non-human primates or to their body
fluids, faeces and tissues

The presence in most non-human primates of some zoonotic agents is almost unavoidable, even after
release from quarantine. The Competent Authority should, therefore, encourage the management of
institutions whose staff are exposed to non-human primates or their body fluids, faeces or tissues
(including when performing necropsies) to comply with the following recommendations:
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1. to provide staff with training in the proper handling of primates, their body fluids, faeces and tissues,
with respect to goonoses containment and personal safety;

2. to inform their staff that certain species should be considered lfetisae as having lifelong znfections with
some zoonotic agents, e.g. Asian macaques with Herpes B virus;

3. to ensure that the staff follows personal hygiene practices, including the use of protective clb?hing,
and the prohibition of eating, drinking and smoking in potentially infective areas;

4. to implement a screening programme for personnel health, including monitoring for tuberculosis,
pathogenic enteric bacteria and endoparasites and other agents that are deemed necessary;

5. to implement an immunisation programme as appropriate, including e.g. tetanus, measles,
poliomyelitis, rabies, hepatitis A and B, and other diseases such as vellow fever endemic in the area of
origin of the African and American non-human primates;

6. to develop guidelines for the prevention and treatment of zoonoses that may be transmitted by bites
and scratches, e.g. rabies and herpes viruses;
& @ 4

7. to issue to their staff a card which states that they work with non-human primates or with their body
fluids, faeces or tissues, and which may be presented to the medical profession in case of illness;

8.  to dispose of carcasses, body fluids, facces and tissues in a manner which is not detrimental to public

health.
¢
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Annex XIX

CHAPTER 7. 1.

| NTRODUCTI ON TO THE
RECOMMENDATI ONS FOR ANI MAL WELFARE

EU position

The EU thanksthe OIE and supportsthe adoption of this modified chapter.

\)
Article 7.1.1. ( \\

Apnimal welfare 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, comfottable, well nourished, safe, able to
express innate behaviour, and if it is not suffering from unpleasant states SHCP as pain, fear, and distress.

management; and nutrition, humane handling and humane sianghter/—ot killing. Animal welfare refers to the
state of the anmimal, the treatment that an animal receives is covered by other terms such as animal care,
animal husbandry, and humane treatment.

Good animal welfare requires disease prevention and aggrogriate!veterinary treatment, approptiate shelter,

Articl e 7,.1. 2.
. 4

Guiding principles for animal welfare
1. That there is a critical relationship between animal health and azimal weffare.

2. That the internationally recognised ‘five freedoms’ (freedom from hunger, thirst and malnutrition;
freedom from fear and distress; freedom from physical and thermal discomfort; freedom from pain,
injury and disease; and free& to express normal patterns of behaviour) provide valuable guidance in
animal welfare.

3. That the internationally recognised ‘three Rs’ (reduction in numbers of auimals, refinement of
experimental ‘methods and replacement of animals with non-animal techniques) provide valuable
guidance. for the use of animals in science.

e

4., That the scientific assessment of animal welfare involves diverse elements which need to be considered
together, and that selecting and weighing these elements often involves value-based assumptions
which should be made as explicit as possible.

5. That the use of animals in agriculture, education and seienee research, and for companionship,
recreation and entertainment, makes a major contribution to the wellbeing of people.

6. That the use of animals carries with it an ethical responsibility to ensure the welfare of such animals to
the greatest extent practicable.

7. That improvements in farm animal welfare can often improve productivity and food safety, and hence
lead to economic benefits.
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8.

That equivalent outcomes based on performance criteria, rather than identical systems based on
design criteria, be the basis for compatison of animal welfare standards and recommendations.

Article 7.1.3.

Scientific basis for recommendations

1.

Welfare is a broad term which includes the many elements that contribute to an animal’s quality of life,
including those referred to in the ‘five freedoms’ listed above.

\
The scientific assessment of animal welfare has progressed rapidly in recent years and forms.the basis
of these recommendations.

¢
Some measures of animal welfare involve assessing the degree of impaired functio&ng ass)ciated with
injury, disease, and malnutrition. Other measures provide information on amimals needs and atfective
states such as hunger, pain and fear, often by measuring the strexéh o %ﬂ/f’ preferences,
motivations and aversions. Others assess the physiological, behaviouril and immunological changes
or effects that animals show in response to various challenges.

Such measures can lead to criteria and indicators that help to evalu:ge how different methods of
managing animals influence their welfare.

N
Article 7.1. 4.

General principles for the welfare of animals in livestock production systems

>

>

I

A

>

F

Genetic selection should premete always take into account the health and weffare of animals. Breeds of
animals should be introduced only into gnvﬁgnmen@ to which they are genetieally suited.

v

The physical environment, including the stbstrate (walking surface, resting surface, etc.), should be

uited to the species so a 0 minimise risk of injury e+ an transmission of diseases

animals are motivated to perform.

Social grou f animals should be managed to allo ositive_social behaviour and net-eause

minimise igmgé distress et and chronic fear.

Air guality, temperature and humidity in confined spaces should support good animal health and not
be aversive to animals. Thetempe attre—andhomtdite—ot—the—crvirommen houldbe—within—the

arats—abilt : Where extreme conditions occut, gnimals should not be prevented from usin
their natural methods of thermo-regulation.

Animals should have access to sufficient feed feed and water, suited to the animals age and needs, to
maintain normal health and sgeur productivity and to prevent sesfens—et prolonged hunger, thirst,
malnutrition or dehydration.

Diseases_and parasites should be prevented and controlled as much as possible through good
management practices. Animals with serious health problems should be isolated and treated promptly
or killed humanely if treatment is not feasible ot recovery is unlikely.
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Annex XIX (contd)

8.  Where painful procedures cannot be avoided, the resulting pain should be managed as—mueh—as
avatlable to the extent that available methods and-economicconstraints allow.

9. The handling of animals should foster a positive human—animal relationship between humans and
animals and should not cause injury, panic, lasting fear or avoidable stress. \

10. Owners and handlers should have sufficient skill and knowledee to ensure that animals ate treated in

accordance with these principles. ( ) %

(G2
)
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Annex XX

DRAFT CHAPTER 7. X.

ANI MAL WELFARE
AND BEEF CATTLE PRODUCTI ON SYSTEMS

EU position

The EU thanksthe OIE for taking a majority of its commentsinto account and can
support the adoption of thisnew chapter. However, the EU asksthe Ol E.to'consider a
few amendmentsto the text asindicated below. -

Article 7. X 1.

Definitions

o % : f cattle productlon systems atre defined as
all commercial cattle production systems where the purpose of the operation includes some or all of the
breeding, rearing and finishing of cattle intended for beef consxﬂpngn

Article 7. X 2.

Scope
V

Thefirst-priorityis—to LThis chapter addresses\he welfare eﬂ—fa-fm aspects of the beef cattle productlon
systems, from birth through to finishing. area o :

ﬁeekefs—er—sf%e—&ﬂd—ﬁﬂﬁhiﬂg—beeﬁpfedﬂeﬁeﬂ— This scope does not include veal roductlon

Article 7. X 3.

Commercial beef ca4 prodlsion systems

Commercial beef cattle production systems include:

I, Intensive tockefand finishing)

B

hese are systems where Weuld—inelade cattle are in that-are-place—on confinement and are fully
ep:engent on humans to provide for basic animal needs such as food, —Animals—are-dependingeon
the-datly-animal hrusbandryfor proviston-effeed; shelter and water on a daily basis.

2.  Extensive {all-areas)

'’ A AT azing—habitat: These are systems where aimads cattle have the
freedom to roam outdoors, and ghere the animals cattle have some autonomy over diet selection
(through grazing), water consumption and access to shelter.

3.  Semi Intensive {mixed)

Wo i 3 biatio i s v - These are systems whete anmrabs
cattle are exposed to any combination of both intensive and extensive husbandry methods, either
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simultaneously, or varied according to changes in climatic conditions or physiological state of the
antmals cattle.

Article 7. X 4.

Criteria or measurables for the welfare of beef cattle

The following outcome {antmaly based measurables, specifically animal based measurables, can be useful
indicators of auimal welfare. The use of these indicators and the appropriate thresholds should be adapte
to the different situations where beef cattle are managed. Consideration should also be given to the design
of the system.

1.

Behaviour

Certain behaviours could indicate an animal welfare problem. These include decreased feed intake

— A . . . v .
anotexia_increased respiratory rate or panting (assessed by panting score), and the demonstration of
stereotypic, ageressive, depressive or other abnormal behaviours.

Morbidity rates ( \\

»

Morbidity rates, sweb—as including disease, lameness, post-procedural.complication and injury rates,

above recognised threshol may be direct or indirect indicators of the animal welfare status of the

whole herd. Understanding the aetiology of the diseasecor syidrome is important for detecting

otential animal welfare problems. Scoring systems, such ‘as lameness scoring can provide additional

information. \

Post-mortem examination is useful to establish causes of death in cattle. Both clinical and post-

mortem pathology could be utilised as an indicator of disease, injuries and other problems that may

compromise animal welfare. Xy

Mortality rates \ »
Morttality rates, like morbidity fates, eeuld may be direct or indirect indicators of the animal welfare

situation status. Depending on the production system, estimates of mortality rates can be obtained by

analysing causes of deathand raté and temporo-spatial pattern of mortality, Mortality rates can be
reported daily, monthly, annually or with reference to kev husbandry activities within the production

Y A\

EU comment

The EU asksthe OIE to consider the following rephrasing of the final sentencein the
par agr aph-above:

"Mortality rates should berecorded on a regular basis and may can be reported daily,
monthly; annually or with referenceto key husbandry activities within the production

cycle."

Justification

It isimportant to record mortality ratesregularly to be ableto identify possible
developmentswith regard to the health and welfare of the animals. Without recor ds,
reporting will not be possible. Reporting is an additional step that may follow dueto
circumstances arising or berequired by the competent authority.

4.

Changes in weight gain-and body condition seere
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P

In growing awimsefs animals, weight gain eetdd may be an indicator of animal health and animal welfare.

Poor body condition score and significant weight loss eetld may be an indicator of compromised
welfare in-mature-eattle.

reproduetiverates Reproductive efficiency

Reproductive efficiency can be an indicator of animal health and animal welfare sitastion status. Poor
reproductive performance can indicate animal welfare problems. Examples may include:
—  anoestrus or extended post-partum interval,

— low conception rates,

=  high abortion rates,

—  high rates of dystocia.

\4
Physical appearance ( ’

Physical appearance eas may be an indicator of animal health and éi}ﬂﬂ/ geg&i as well as the

conditions of management. Attributes of physical appearance that may indicate compromised welfare
include:

\ 4
abnormal coat colour or texture or eeat—thatisroushor ge@siveﬁ seiled soiling with faeces,

mud or dirt, ' \
.

&,

presence of ectoparasites,

dehvdration,

emaciation. W

E

Handling responses

chute or race behaviour score

= ercenta; animals w##ssaés slipping or fallin

-

gergﬁntage of animals #mimals moved with an electric goad,
ércentage of animals arafs striking fences or gates,

- ercentage of animals ## injured during handling, such as broken horns, broken legs, an
lacerations

- 1

—  percentage of animals ##imals vocalizing during restraint

Complications due to Rroutine procedure management and-rate-of post-procedurescompleations

Surgical and non-surgical procedures are commonly performed in beef cattle for improving animal
petformance, facilitating management, and improving human safety and animal welfare. However, if
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these procedures are not performed properly, animal welfare can be compromised swherecomplieations
eeeuratlevelsabove expeeted-thresholds. Indicators of such problems could include:

post procedure sufection and swelling,

—  myiasis,

=  mortality,

Article 7. X.5.
Recommendations ‘ ,

Each recommendation includes a list of relevant outcome-based measgé[glq Qe&d from seetion

Article 7.X.4. This does not exclude other measures being used where aggrg%mate.

1. Biosecurity and Animal Health /
. . . . 4
a) Biosecurity and disease prevention
Biosecurity means a set of measures designed to. : maintain a berd at a
particular health status and to prevent the entry or spread ferexity of infectious agents.

. disease risk and, for OIE h§teg] diseases, in accordance

with relevant recommendations-found in the Tervestrial Code ehapters-on-OHlisted-diseases:
< ¥

These biosecurity plans should address the control of the major sources and
pathways reutesfot for spread of diseaseand pathogens transmission; asfollows:

) catde, ( Q

i)  other animals,

iif) people,

iv) eunnt,

v).  vehicles,
vi) ‘mr

(11) water supply,

vii) feed.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, changes in
weight and body condition score

b)  Animal health management

Animal health management is—a means a system designed to optimise the physical and
behavioural health and welfare of the cattle berd It includes the prevention, treatment and
control of diseases and conditions affecting the berd, including the recording of illnesses, injuties,
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mortalities and rnechcal treatments Where aggrogrlate pfeveﬁ&dﬁe&ses—eee&fﬂﬂg—m—eﬁt}e—éﬁdf

There should be an effective programme for the prevention and treatment of diseases and

conditions consistent with the programmes established by a_qualified veferinarian sndter—the
Feterinary-Serpsces as appropriate.

Those responsible for the care of cattle should be aware of the signs of ill-health or distress,
such as reduced feed feed and water intake, changes in weight gair and body condition, changes
in behaviour or abnormal physical appearance.

Cattle svith at higher risk fer frem of disease or distress will require more frequent inspection by
antmal animal handlers. 1f animal handlers are not able to correct the causes of ill-health oz distress
et-tocorreetthese or if they suspect the presence of a listed reportable diseasethey should seek
advice from those having trammg and experlence such as beﬂ-ﬁe vefemmm s or of)er qualified
advisers. ¥ o ] fan

Vaccinations and other treatments administered to cattle should b ndert*&by people skilled
in the procedures and on the basis of veterinary or other expert ad{ice.

Apnimal handlers should have experience in recognising a# dealing with earingfor dowaernon-
ambulatory cattle. They should also have expenence in managng chromcally il or injured
s cattle ] i J i

on-ambulato ; attle should have access to water at all times and be provide ith
feed at least once daily. The i should not be transported or moved
except for treatment or diagnosis. h moeved-movement
shoud be done wety carefully using aeeeptable methods avoiding excessive lifting sueh-asa-sled;
e el e e b Lol of o oo dae A cieaale chegald b e eollad om to b
bov—tratler—or—in—the bucket—of aloader. Animals—shouldbersentlyrolled—on—to—the

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, behaviour,
physical-appearance and changes in weight and body condition score.

2.4 Envifonment
4hermal environment

Although cattle can adapt to a wide range of thermal environments particularly if appropriate
breeds are used for the anticipated conditions, sudden fluctuations in weather can cause heat or
cold stress.

1) Heat stress

The tisk of heat stress for cattleFhermal Heatdndex{FHE) is influenced by_environmental

factors including air temperature, relative humidity and wind speed, and animal factors
including breed, age, fatress body condition, metabolic rate and coat colour and density. As
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Animal handlers should be aware of the tisk that eritieal FHT heat stress thresholdfortheir

animeds poses to cattle. Whesn If conditions are the-FHI4s expected to reach this threshold,
routine daily preeesses activities that require moving cattle thatinelsde—eatdemovement

should cease. If As the risk of heat stress THl-meves—into—emergeney—reaches very high

levels the animal handlers should institute an emergency action plan that could include

provision of shade, impreved access to drinking water, and cooling by the use of

sprinkleding water tethat penetrates the hair coat.

EU comment

The EU does not agree with the deletion of theword " improved” in connection WiEh
accessto drinking water .

Justification: ( \\

Thisrequirement relatesto an extraordinary situation and it is difficult to under stand
why theword " improved" was deleted asregards accessto drinking water. The EU
asked previoudly that "improved" bereplaced by " fr asthiswasconsidered
important in a situation wherethereisarisk of anlmalssuffermg from heat stress. Even
in ordinary situations animals ar e supposed to have access to water. The proposed text
does not provide any extra benefit or preventivem etoavoid or minimisetherisk
for heat stress. Reinserting " improved" or "free" isnecessary.

Outcome-based measurables: behaviour, fincluding panting score and respiratory rate

morbidity rate, mortality rate, \ W
. 4

i)  Cold stress
e ¥
Protection from wand-andsain extreme weather conditions should be provided when these
conditions are likely to create a serious risk to thle;

outdoorsforthe firsttme the welfare of cattle amémass, particularly in neonates and youn

cattle w#imats and others that are physiologically compromised. This could be provided by
natural‘or man made shelter structures.

Animal handlers should also ensure that cattle have access to adequate feed and water during
cold stress. During time—ef extreme cold weather conditions keavysaowtallorblizzard,

animal-bandlers should institute an emergency action plan to provide cattle with shelter,

appropriate feed and water.

‘Outcome-based measurables: Mortality rates, physical appearance, behaviour fincluding
V4 abnormal postures, shivering and huddlingy.

b) Lighting
Confined cattle that do not have access to natural light should be provided with suffietent
supplementary lighting which follow natural periodicity sufficient for their health and welfare, to
facilitate natural behaviour patterns and to allow adequate inspection of the a#is cattle.

Outcome-based measurables: Behaviour, morbidity, physical appearance.

©) Air quality
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Good air quality is an important factor for the health and welfare of cattle in—intensive—and

confined-producton—systems. It is aecompeosite—variable-of affected by air constituents such as
gases, dust and micro-organisms, that and is strongly influenced by hewfaeilities are manaced
management, particularly in intensive systems the—management-of-thebeef-produeer. The air

composition is influenced by the stocking density, the size of the cattle, flooring, bedding, waste
management, building design and ventilation system.

Proper ventilation is important for effective heat dissipation in cattle and preventing the build
up of €62 NHj; and effluent gases in the confinement unit. Poor air quality and ventilation are

risk factors for respiratory discomfort and diseases. The ammonia level in enclosed housing
should not exceed 25 ppm.

Outcome-based measurables: Morbidity rate, behaviour, mortality rate, changesdn-weight and
body condition score gair.

o
d) Aecousticenvironment Noise ‘ )
Cattle are adaptable to different levels and types of noise i . However,

exposure of cattle to sudden or loud noises should be minimised “where possible to prevent
stress and fear reactions (e.g. stampede). 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. i i i i

s barlin d ol 1 w ®

notdarationen ool o0 ] 4 aa thae ~aog 4+ Q
cofastaerattot_SHEnas oS Darkifgana ottt ovtao o Souas:

Q
Outcome-based measurables: Behaviout. \
e) Nutrition

The nutrient requirements of beef cititle have 'been well defined. Energy, protein, amine—saeid;
mineral and vitamin contents ‘of the dict are major factors determining the growth, feed

efficiency, reproductive efficiency, and body composition.

ials: Cattle should be provided with access to
an appropriate quantity'and quality of balanced nutrition that meets their physiological needs. ¥

pPToO a

v O iniiil ata a s a

oGS0 DEIoO™W a a = o W wae O

sromise—theirwwelfare: Where cattle
are maintained in extensive conditions, short term exposure to climatic extremes may prevent
access to nutrition that meets their daily physiological needs. In such citcumstances the agnimal
handler should ensure that the period of reduced nutrition is not prolonged and that mitication
strategies implemented if welfare is at risk of being compromised.
.

Animal handlers should have adequate knowledge of appropriate body condition scores for their
cattle and should not allow body condition seete to drep-below—fall outside these an acceptable

stable animal health and 1f
C | AT T AT 1TIC ATIUT > =

supplementary feed is not available, Intimes-ofsevere-drought; steps should be taken to avoid
starvation ef—awimalis—wherever—pessible—, including supplementaryfeeding; slauohter, sale or
relocation of the w#imaés cattle, or humane &illing.

Feedstuffs and feed ingredients should be of satisfactory quality to meet nutritional needs.—ane
o © ;

g A7 EPe 4 ah - L A A L o A

—sheuld-b é-to P S
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Where appropriate, feed and feed ingredients should be tested for the presence of substances
that would adversely impact on animal health.

Cattle in intensive production systems typically consume diets that contain a high proportion of
grain(s) (corn, milo, barley, grain by-products) and a smaller proportion of roughages (hay,

straw, silage, hulls, etc.). Diets with insufficient roughage can contribute to abnormal oral
behaviour in finishing cattle, such as tongue rolling, As the proportion of grain increases in the

diet, the relative risk of digestive upset in cattle increases. Animal handlers should understand the
impact of cattle size; and age, weather patterns, diet composition and sudden dietary changes in

respect to digestive upsets and their negative consequences segquelae (acidosis, bloat, liver
abscess, laminitis). Where appropriate beef producers should consult a cattle nutritionist {private

consultantuniversity-orfeed-company-employee) for advice on ration formulation and feeding

programmes.

Beef producers should become familiar with potential micronuttient deficiencies ot excesses for
intensive and extensive production systems in their respective geograpr s
appropriately formulated supplements where necessary.

al areas and use

v y % (Ml cat&e\need an adequate
supply and access to palatable water that a%se meets their physiological requirements and is free
from contaminants petentially hazardous to cattle health.

Outcome-based measurables: Mortality rates, morbidity rates, behaviour, changes in weight gain
and body condition scoreing, reproductive efficiency sates.

N
Flooring, bedding, resting surfaces and outdoor areasw

In all production systems cattle need a well drained and comfortable place to rest. All cattle in a
roup should have sufficient space tolic down and rest at the same time.

.4
Pen floor management in intensive [)oducuon systems can have a significant impact on cattle
welfare. Where there are areas that are not suitable for resting such as . excessive water
faecal accumulationy, these areas should not be of a depth that would compromise welfare and

should not comprise thghole ofusable area available to the cattle.

Slopes of p6< should be maintained to allow water to ran-eff drain away from the feed troughs
busaks and not pool excessively in the pens.

Pens should be .
conditions watrant and, at a minimum, after each production cycle.

&

If cattle @w#sats are housed i on a slatted floor shed, the slat and gap widths should be
appropriate to the hoof size of the cattle ####as to prevent injuries.

In straw or other bedding systems, the bedding should be maintained to provide allew cattle
animats a dry and comfortable place in which to lie.

Surfaces of concrete alleys should be grooved or appropriately textured to provide adequate
footing for cattle,

Outcome-based measurables: Morbidity rates (e.g lameness,_pressure sores), behaviour, changes
in weight gain;-and body condition score, and physical appearance.
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@)  Social environment

Management of cattle ir-eutdoorand-indeor intensive-productionsystems-methods-should take

into—account the social environment—ef—eattde as it relates to awimal welfare, particularly in
intensive systems. Problem areas include: buller agonistic and mounting activity, mixing of
heifers and steers, feeding cattle of different size and age in the same pens, high stocking
density, insufficient space at the feeder, insufficient water access and mixing of bulls.

Management of cattle in all tems should take into account the social interacti of cattle

within groups. The animal handler should understand the dominance hietarchies‘that develop

within dlfferent oroups and focus on high risk ##ats animals, such asW v& young, very old
for evldence of bullyi X

antpads animals, particularly after mixing groups. Asimsds Cattle that are suffering from excessive

agonistic activity or mounting behaviour should be removed from the group.
v

Horned hoetned and non horned

should not be mix ause of the risk of inju

Y

Adequate fencing should be provided .to minimise any animal welfare problems that may be
caused by mixing of inappropriate groups of cattle.

A4
Outcome-based measurables: Behavihur, physical appearance, changes in weight gainand body
condition score, morbidity and.mottality rate.
P
h)  Stocking density
N

High stocking densmes may increase injuries and have an adverse effect on growth rate, feed
efficiency, ; eareass—eaality and behaviour, such as fesgs locomotion, resting, feeding
and drinking).

EU comment

S
The EU asksthe OIE to consider a slight rephrasing of thetext so that the sentence
above reads:\

" High stocking densities may increase the occurrence of injuries and have an adver se
effect on growth rate, feed efficiency, [...]"

Justification:

Linguistic reasons.

Stocking density should be managed such that crowding does not adversely impaet—key
eompenents-of affect normal behaviour of cattle. Thisese includes the ability to lie down freely
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without the risk of injuries, move freely around the pen and access feed and water. Stocking
density should also be managed such that weight gain and duration of time spent lying is not
adversely affected by crowding. Exeessive If tongue—relling abnormal behaviour ean—be

assoeiatedwith—evererowding—of confined—eattle: is scen, measures should be taken such as
reducing stocking density.

In extensive systems, stocking density should be matched to the available manased to-ensurean
u e » -

Outcome-based measurables: Behaviour, morbidity rate, mortality rate, changes in weight gain

and body condition score, physical appearance. b,
Outdoorareas

SH—— )

) Protection from predators ( \\
Where-praetieal eCattle should be protected as much as possible from predators.
Outcome-based measurables: Mortality rate, rnorbidit;grate (injury rate), behaviour, physical
appearance. »

Management \ A

a)  Genetic selection
Welfare and health considerations, in.addition‘to productivity, should be taken into account
when choosing a breed or subspecies for a'particular location or production system. Examples
of these include nutritional maintenance requirement, ectoparasite resistance and heat tolerance.

7

Individual a#é##ek animals within 2 breed can be genetically selected to propagate offspring that
exhibit the fellowing trf? beneficial to animal health and welfare:. These include Mmaternal
ability instincts, case of calving, birth weight, milking ability, body conformation and
temperament.
Outcome—bgi measurables: Morbidity rate, mortality rate, behaviour, physical appearance,
reproductive efficiency.

b) Regrgdﬂévg management

Dystocia can be a welfare risk to beef cattle. Heifers should not be bred before they are
physically mature enough to ensure the health and welfare of both dam and calf at birth, The
site has a highly heritable effect on final calf size and as such can have a significant impact on
;]ase of calving. Sire selection should therefore account for the maturity and size of the female.
Heifers and cows should not be implanted, inseminated or mated in such a way that the progen

results in increased risk to dam and calf welfare.

Pregnant cows and heifers should be managed during pregnancy so as not to become too fat or
too thin. Hxcessive fatness increases the risk of dystocia, and both excessive condition gain and

loss increase the risk of metabolic disorders during late pregnancy or after parturition.

Where possible, cows and heifers should be monitored when they are close to calving. Awinraks
Animals observed to be having difficulty in calving should be assisted by a competent eperator
handler as soon as possible after they are detected.
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QOutcome-based measurables: morbidity rate (rate of dystocia), mortality rate (cow and cal

reproductive efficiency

¢ Colostrum

1

™ 4 a4 Yo S4oaH 13 aclg
At CCHVYCPFrOotCEHveEagentS—SuHCn—as+1ac

—Receiving adequate immunity from colostrum generally depends on th
volume and quality of colostrum ingested, and how soon after birth the calf receives it.

e tha alilie AL 4 A€ en sbhcnel tumnumna ol Ll ctperg ¢ acling wenoeaccizal o
SR apityoOrtRe-€ar—+to—-an SO Mo SO DB SStaArtS toaeeHnRe ProgreSSvervarter—+to—o
e g acac arornd—24 tvq afras b ] arliae o ~ol€ 10 Lo/ nllac S 1.
#BoutS—ana—eeaseSarouna = nours—arteropirtn—tRe—earder—a—€ar1Sreaq/SaCraeS—tReogreatetr—+tnc

4
Where possible, animal handlers should ensure that calves receive sufficiént colostr )1 within 24

h f birth.
ours of bir ‘ \\

EU comment
The EU asksthe OIE to consider the following rephrasi(gl of thg sentence above:

" Where possible, animal handlers should ensure that calvesr eceive sufficient colostrum
as soon as possible after within 24 hours of birth."

Justification

The calves need to receive colostrum shQrtIy Qﬂ!er birth. If onewaitstill 23-24 hoursit is
too late to benefit their welfare.

7
QOutcome-based measurables: mortality rate, motrbidity rate, changes in weight.

b)d) Weaning A

For the pur s of this Chapter, Wweaning means is—the-termused-to-deseribe the transfer of
the calf from a milk based diet romnursinethe damorbeingfedwith-millk or milk replaces) to

a fibrous-diet from—nursine—the -dam—or beine—fedwith-millkor mill replacer. In beef cattle
production systems, weaning can be a stressful time in the calf’s life.

Calves should be weaned only when their ruminant digestive systems hasve—developed
sufficiently to enable them to maintain growth and welfare.

There atre different weaning strategies utilised in the beef cattle production systems. These eetld
include abrupt separation, fenceline separation and the use of devices placed in the nose of the
calf to discourage suckling.

Special care should be taken if abrupt weaning is immediately followed by additional stressors
such as transportation, efffarm—as research—has—shown—that calves are at risk of increased

morbidity under these circumstances.

If necessary, bBeef cattle producers should seek expert advice on the most appropriate time and
method of weaning for their type of cattle and production system.
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Outcome-based measurables: Morbidity rate, mortality rate, behaviour, physical appearance,
changes in weight gatr-and body condition score.

er¢) Painful husbandry procedures

Sureteal-Husbandry practices that have the potential to cause pain are routinely practiced on
cattle for reasons of production efficiency, animal health and welfare and human safety. Where
possible; Tthese procedures should be performed in such a way as to minimise any pam and
stress to e the animal. Opt e o 2

ta- Performing thege procedures at as early

an age as possible or using anaesthesia or _analgesia t under the

recommendation ot supervision of a peterinarian should be considered.

Future options for enhancing animal welfare in relation to these procedures include: 1).ceasing the
procedure and addressing the current need for the operation through management strategies; 2)
breeding a##mats cattle that do not require the procedure; or 3) replacing tl‘i current procedure
with a non-surgical alternative that has been shown to enhance animal welfare~es4pertorming

. - that has be o\

Example of such interventions include: castration, dehorning; ovariectomy (spaying), tail
docking, identification. P

1)  Castration 4

Castration of beef cattle is performed in many \ifuction systems to reduce inter-animal
aggression, improve human safety, remeve avoid the risk of unwanted pregnancies in the

herd, and enhance production efficiency—by—produecing—beef—that—better—meets—market
requirements.
Where it is necessary to castrate beef cattle;producers should seek guidance from veserinarians as

to the optimum method and timing fot their type of cattle and production system.

Methods of castration used in beefcathe include surgical fkaife) removal of the testes, ischaemic

methods (b&ﬂd-xﬂg—ef—m?mg}, and crushing and disruption of the spermatic cord Burdizze
eperation).

Where pracfl, catdle.should be castrated before the age of 3 months, or at the first available
handling opportunity beyond this age.

EU comment

Rzt

The EU asksthe OI E to consider rephrasing the text to include elements concer ning the
choice of castration method so that the sentence abovereads:

"Wherepractical, cattle should be castrated before the age of 3 months, or at the first
available handling opportunity beyond this age, using the method available that causes
I in or suffering to the animal."

Justification

Not all of the methods listed ar e equally acceptable and may, in varying degr ees, cause
unnecessary or prolonged pain or distress. Thisneedsto be emphasised. Additionally,
such a change would bein linewith the requirementsin Article 7.1.4. and with the table
that the OI E proposesto place on their website for guidance.
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Producers should seek guidance from weterinarians on the availability and advisability of
analgesiafor anaesthesia for castration of beef cattle, particulatly in older w4 animals.

Operators performing castration of beef cattle should be trained and competent in the
procedure used, and be able to recognise the signs of complications.

hanteally+

tha o
tHeeen

He—tishtened

- consulted-onhow—to-contral
the-testelesand-serotum
degenerateand-slough-from
the bodys
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Annex XX (contd)

1 4 1 | PR Jiaee
‘ 1 .. i i 1 : AR aarf g SuCR ProCeaurcs:

i)  Dehorning (including disbudding)

Beef cattle whieh that are naturally horned are commonly dehorned in order to reduce
animal injuries and hide damage, improve human safety, reduce damage to facilities and
facilitate transport and handling. Where practical and appropriate for the production
system, the selection of polled cattle is preferable to eanrtemeve-theneedfor-dehorning.
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Annex XX (contd)

Where it is necessary to dehorn beef cattle, producers should seek guidance from veterinary
advisers as to the optimum method and timing for their type of cattle and production
system.

Where practical, cattle should be dehorned while horn development is still at the horn bud
stage, or at the first available handling opportunity beyond this age. This is because the
procedure involves less tissue trauma when horn development is still at the horn bud stage,
and there is no attachment of horn to the skull of the animal.

Methods of dehorning (disbudding) at the horn bud stage include removal of the horn
buds with a knife, thermal cautery of the horn buds, or the application of chemical paste to
cauterise the horn buds. Methods of dehorning when horn development has. commenced
involve the removal threugh of the horn by cutting or sawing at thr*gh the‘aas’é of the
horn close to the skull.

Producers should seek guidance from weterinarians on the aéilabih’t}\a\d advisability of
analgesiafor anaesthesia for dehorning of beef cattle, patticularly in older w#imats animals,

where horn development is more advanced.

Operators performing dehorning of beef cattle.should be trained and competent in the
procedure used, and be able to recognise the sighs of complications.
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Annex XX (contd)

e ©
ii) Ovariectomy gspayigl {ovatiectomy)

Ovariectomy Spaying of heifers is sometimes required ferinternationaltrade-or to prevent
unwanted pregnancies under extensive rangeland conditions. Surgical spaying should be
performed by veterinarians or by highly trained operators. Producers should seek guidance
ftom veterinarians on the availability and advisability of analgesia/ ot anaesthesia for spaying

of beef cattle. The use of analgesia/ ot anaesthesia should be encouraged.
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Annex XX (contd)

iv) Tail docking 4
Tail docking has been performed in beef cattle to prevent tail tip necrosis in confinement
operations. Research shows that increasing space per animal and proper bedding are

effectives means—in preventing tail tip necrosis. Therefore it is not recommended for
producers to dock the tails of beef cattle.

N

v) Identification

Har-tagging, ear-notching, tattooing, freeze branding and radio frequency identification
devices (RFID) are preferred methods of permanently identifying beef cattle from an
animal welfare standpoint. In some situations however hot iron branding may be required or
be the only practical method of permanent identifying beef cattle. If cattle are branded, it
should be accomplished quickly, expertly and with the proper equipment. Identification
systems should be estabhshed also accordmg to the Chapter 4.1. et-theTerrestrinlCode-on
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Annex XX (contd)

OIE Terrestrial Animal Health Standards Commission / February 2012



19

Annex XX (contd)

T T !
method

Branding | Ereezebranding

Outcome-based measurables: Rate-ef-postprocedurales complications rate, mertality morbidity
rate, behaviour, physical appearance, changes in weight gair-and body condition score.

&f) Handling'and inspection
N
Beef cattle should be inspected at intervals appropriate to the production systems and the risks
to the health and welfare of the wnimats cattle. In intensive farming systems, amssads cattle should

be inspected at least once a day.

Some a##zafs animals may benefit from more frequent inspection for example: neonatal calves,
cows in late gestation, newly weaned calves, and cattle experiencing environmental stress and
after-those that have undergone painful husbandry or veterinary surgical procedures.

Apnimal handlers need to be competent in recognising the clinical signs of health, disease and welfare

of beef cattle. There should be a sufficient number of animal handlers to adequately ensure the
health and welfare of the cattle.
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Annex XX (contd)

Beef cattle identified as sick or injured should be given appropriate treatment at the first

available opportunity by competent and trained animal handlers. 1f animal handlers are unable to
provide appropriate treatment, thes the services of a veterinarians should be eslisted sought.

If pfegﬂeﬂs—ef the ammal’s conchtlon uggests the 1Qrognosm is poor with little chance of

recovety, 2 2
killed as soon as lQosmbl For a descrlptlon of methods for the humane &:lling of beef cattle see
Article 7.6.5. efthe- OHETerrestriat-Code.

EU comment

The EU asksthe Ol E to consider areferenceto Article7.1.4., as‘wis af\i& contains
requirements pertinent to the situation. o

&g

Recommendations on the handling of cattle are also fy‘ld in‘Chapter 7.5.
4

Where beef cattle are herded into a handling facility from extensive conditions, they should be

moved quietly and calmly at the pace of the slowest animal. Weather conditions should be taken

into account and cattle should not be herded in excessively hot or cold conditions. Cattle should

not be driven to the point of distresseelapse. In situations where the gathering and handling of

the cattle is likely to be stressful consideration.should be given to the avoidance of multiple

avoid additive stress of multiple procedures.

e O
Properly trained dogs‘can be effective teels_aids for cattle herding. Cattle are adaptable to
different visual environm!nts. However, exposure of cattle to sudden or persistent movement
or visual contrasts should be minimised where possible to prevent stress and fear reactions.

Electro im ilisation should not be used.

Outcome-based measurables: Handling response, morbidity rate, mortality rate, behaviour,

reproduitjve efficiency, changes in weight gain-and body condition score.

Personnel training

>
All people responsible for beef cattle should be competent according to their responsibilities
and should understand cattle husbandry, behaviour, biosecurity, general signs of disease, and
indicators of poot animal welfare such as stress, pain and discomfort, and their alleviation.

Competence may be gained through formal training asd/or practical expetience.

Outcome-based measurables: Handling response, morbidity rate, mortality rate, behaviour,
reproductive efficiency, changes in weight gairt and body condition score.

£) h) Emergency plans

Where the failure of power, water and feed supply systems could compromise animal welfare,
Bbeef producers should have contingency plans to cover the failure of these systems pewes;
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water—and—feed—supplys These plans may include the provision of fail-safe alarms desdees to
detect malfunctions, back up generators, access to maintenance providers, ability to store water
on farm, access to water cartage services, adequate on-farm storage of feed and alternative feed

supply.

Plans should be in place to minimise and mitigate the effects of natural disasters or extreme
climatic conditions, such as esg; heat stress, drought, blizzard and flooding. Humane &i/fing
procedures for sick or injured animals cattle should be part of the emergency action plan. In
times of drought, animal management decisions should be made as early as possible and these
should include a consideration of reducing cattle numbers. Emergency plans should also cover

the management of the farm in the face of an emergency disease outbreak, consistent with national
programmes and recommendations of [Veterinary Services as appropriate.

o) Location, construction and equipment effatms

Farms for beef cattle should be situated in an appropriate geographical loca‘Jon fo)the health,

welfare and productivity of the w#mets cattlewhﬂe—eeﬁﬁdemg—enﬁf?mefw.
o,

All facilities for beef cattle should be constructed, maintainedand operated to minimise the risk

to the welfare of the awimals cattle and-human-safety. »

Equipment for handling and restraining beef cattle shouldonly be used in a way that minimises

the risk of injury, pain or distress. %

Cattle in intensive or extensive production systems shouldsmust be offered adequate space for

comfort and SOClahsaUOﬂ—aﬂd—eﬂVi-feﬁﬁ&eﬂ-t&l—mﬂ:ﬁ&geﬁ&eﬂ{ Whenever—possiblebeef—eattle

N
In intensive production systems the\feederwshould be sufficiently large so that animals cattle
have adequate access to feedand they should be clean and free of spoiled, mouldy, sour, packed
or unpalatable feed. Also cattle should'have access to elean-and-elear water at all times.

Floors in housing facilit@ should be properly drained, and barns and races and chutes handling
alleys should provide tction to prevent injuries to cattle w#imaand-handlers.

Races, chutes Handlingalleys and heusing pens should must be free ef from sharp edges and
protrusions to prevent injury to cattle a#imalsand-handlers.

Des—lgﬂ—Meﬂ-te Alleys and gates should be designed and operated to avoid impeding cattle
movement. Avoid-Slippery surfaces should be should be avoided;-espeeiallywhere-eattle-entera-—single-file

. Grooved concrete, metal grating (not

shar@, rubber mats or deep sand can be used to minimlse slipping and falling. Quiet handling is

sential to minimise slipping. When eperating gates and catches are operated, reduee excessive
noise should be minimised, shiek because it may cause distress to the cattle ###wass.

Adjust-h-Hydraulic, pneumatic ef-and manual restraining ehutes-equipment should be adjusted,
as appropriate, to the apprepsiate size of cattle to be handled. Hydraulic e+ and pneumatic
operated restraining equipment should have pressure limiting devices to prevent injuties.

Regular cleaning and maintenance of working parts is imperative to ensure the system functions

propetly and is safe for the cattle and-handlers.

Mechanical and electrical devices used in housing facilities shouldsrast be safe for cattle wwimas
and-humans.
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Dipping baths are sometimes used in beef cattle production for ectoparasite control. Where
these are used, they should be designed and operated to minimise the risk of crowding; to
prevent injury e+ and drowning.

The loading of the cattle a###waés at the farms should be conducting accordingly to Chapters 7.2.,
7.3. and 7.4. Fransport-ofanimals by sealand andairrespeetivelsy:

Outcome-based measurables: Handling response, morbidity rate, mortality rate, behaviour,
changes in weight gaia and body condition score, physical appearance, lameness.

#) Humane killing ( \\

For sick and injured cattle g a A-prompt diagnosis should be madefto determine whether
the animal should be humanely killed or receive additio%care.

The decision to humanely kill an animal and the procedure itself should be undertaken by a
competent person.

Reasons for enthanasta-humane £i//ing may include:

iii)

severe emaciation, weak cattle that are non-ambulatory or at risk of becoming downers;

non-ambulatory cattle that will not sit stand up, refuse to eat or drink, have not responded
to therapy;

rapid deterioration of a medical condition for which therapies have been unsuccessful;
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Annex XX (contd)

iv) severe, debilitating pain;

v) compound (open) fracture;

vi) spinal injury;

vil) central nervous system disease; and \
viil) multiple joint infections with chronic weight loss.

S
For a description of ether-methods for the humane £:ling of beef cattle see (ticle ).S.ﬁf—t-he
Lerrestriat-Gode:
A

""""""" ) A\
—  Text deleted
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Annex XXI

CHAPTER 5. 13.

MODEL VETERI NARY CERTI FI CATE
FOR | NTERNATI ONAL TRADE I N
LABORATORY ANI MALS

Article 5.13.1.

EU position

The EU thanksthe OI E and supportsthe adoption of this new chapter.

Introduction and scope ' v

-
Transportation of laboratory animals between institutes is a specialised and important activity supporting
scientific research. The use, and transportation, of laboratory animalsds essential to some types of medical
and veterinary research.

-« ) 4

y

The majority of laboratory animals used and transported are rats, mice, and fish. Other species, including
guinea pigs, ferrets, gerbils, hamsters, rabbits, cats, dogs, pigs, amphibians, and a few species of non-
human primates are used in relatively small numbers. i

<
This chapter applies to all animals exceptbees. \

‘ >
A‘ti cle 5.13.2.

Notes for guidance on the use of the veterinary certificate

1. General 3
PN, ¢

The certificate should be completed in capital letters to ensure legibility. To confirm an option, mark
the boxewith a cross (X). No portion of the certificate should be left blank in a manner that would
allow unauthotised amendment. Non-applicable fields should be deleted with a line through the text.
Information provided on the certificate should be correct at the time of issuance of the certificate.

.

2. PRart L. Details of consienment for export

Country: Name of the country issuing the certificate.

Name and full address of the natural or legal person dispatching the
Box I.1. consignment. It is recommended to provide contact information, such as
telephone and fax numbers or e-mail address.

The certificate reference number used by the Veterinary Authority of the

Box I.2. . .
country issuing the certificate.

Box 1.3. Name of the Veterinary Authority.
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Name and full address of the natural or legal person to whom the

Box 1.4. . . .
consignment is destined.

Name of the country from which the consignment is being exported.

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

Box 1.5. Standardization.

Name of the zone or compartment of origin, if given in part III of the certificate

Box 16. (in accordance with Chapter 4.3. of the Terrestrial Code).
Name of the country of destination. f
“1SO ” refers to the international standar -letter O 3166-1 Alpha-
2 Code) for a country produced by the International Organization for|
Box 1.7. Standardization. k
Box 1.8 Name of the zone or compartment of destination, if given in part III of the
e certificate (in accordance with Chapter 4.3 of the Terrestrial Code).
oH
Box 1.9 Name and full address of the place(s) from which the animals are being exported;
ox L7 and official approval or r(gjstration naumber when required.
?;)())( Name of the ait, lar‘or seafacéy from which the consignment is being shipped.
}Bﬁ( Date of departure am if known, expected time of departure.
Identify the means of transport if known at the time of issuance of the certificate.
Box The&h number, airline and airport designation (for air transport).
L12. The gne and address of the carrier (for road transport).

The name and contact details of the emergency contact person.

B, Name of border post to which the consignment is directed.

Box It is also recommended to provide the border post’s United Nations Code for Trade
L13: and Transport Locations - see
http://live.unece.org/cefact/locode/service/location.html

Box If the species is listed in the Convention on International Trade in Endangered
1.14. Species of Wild Fauna and Flora (CITES), provide permit numbex(s).

Box Description of animals.

L15. World Customs Organization HS Code, if known, see: www.wcoomd.org.

Box .

116 Total number of animals.
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Annex XXI (contd)

Temperature around the shipping container should generally be maintained in the

?;);( range 10-28°C during shipment. For animals with different requirements, the
o specific temperature range should be listed here.
Box The total number of units (e.g. boxes, cages or stalls) in which the animals in the
1.18. consignment are being transported.
« N
Box . . . . .
119 Identification of the containers and seal numbers, if provided.

Details of the nature of the animals. N

Provide: species (scientific name); identification system; i%ntiﬁcation number or
other relevant details; quantity and, if required, strainfor s designation, sex,
and age or weight. When available, internationaldesignation conventions should be
Box used, see for example:

1.20. http://www.informatics.jax.org/mgihome/ www.inforrrmtics.'m(.cncmihonomin Mns.shtml

http://www.informatics.jax.ore/meihome/nomen/gene.shtml .

For animals with an official international animal passport, the passport number
. y 3
should also be provided.

A\

3. Part II. Classification of pathog& free ’gt&

Conventional animals are those for which the presence or absence of specific
microorganisms and parasites is unknown due to the absence of testing, treatment or
vac€ination.. This category includes wild-caught animals and domestic animals
maintained under uncontrolled microbiological conditions.

Specifﬁuhogen Free (SPF) animals are free of one or more parasites or infectious
microorganisms. SPF animals can be further subdivided into two categories:

a) Conditioned SPF animals have undergone testing, treatment and/or
Box II. vaccination to ensure the absence of one or more parasites or microbial
agents. The agents are most commonly of human or agricultural
significance or are species-specific infectious agents that are capable of
producing significant clinical disease or research effects. Conditioned SPF
animals are often not maintained in specialised housing to prevent
introduction of other infectious agents and are usually shipped in unfiltered
containers. Larger species such as nonhuman primates, dogs, and cats are
often maintained as conditioned SPF animals.
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Annex XXI (contd)

b) Bartier raised SPF animals have been raised in the absence of one or more
parasites or microbial agents in specialised facilities to exclude these agents as
well as agents of agricultural and human significance. Their pathogen free
status has been established either by testing each individual animal or by
sampling representative animals from the colony. Filtered SPF shipping
containers are required for transport of these animals as are special procedures
and equipment for packing, unpacking, and handling them. This subcategory
also includes animals that are either axenic (microbe free) or posses only a few
well defined species of microorganisms. They must be produced and
maintained in a sterile environment (usually isolators) without contact With
human, animal, or environmental commensal infectious microorganisms.

Box 1L
(contd)

G

CAN

4.  Part I1I. Zoosanitary information !

Complete this part in accordance with the ‘requitements agreed between the

Veterinary Authorities of the importing and exp@g countries in accordance
with the recommendations in the Terrestrial Code.

Box 111

Attestation of fitness for transportation subject to any conditions or special

requirements stated in the certificate.

Box IIl.a.  ||Certificate reference number: see box 1.2.

Official

Name, address, chial position, date of signature and official stamp of
veterinarian

the Veterinary Setyices for the country of export.

— Text deleted
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Article 5.13.3.

Model veterinary certificate for international trade in laboratory animals

COUNTRY:

Part I: Details of dispatched consignment

I.1. Consignor:
Name:

Address:

1.2. Certificate reference number:

1.3. Veterinary Authority:

1.4. Consignee:
Name:

Address:

€

1.5. Country of origin: ISO code*

1.6. Zone or compa t of origin**:
>

1.7. Country of destination: ISO code*

1.8. Zone or compartment of destination**:

1.9. Place of origin:
Name:

Address:

e,

&

1.10. Place of shipment:

1.11. Date of departure:

* Optional

1.12. Primary means of transport:

Relevant
Aeroplane D details &

\

Road vehicle D ‘ ‘ >
Vessel D

A

1.13. Expected border post:

1.14. CITES permit No(s)**:

1.15. Description of animals:

4
*HS Codeiif hm\v

1.16. Total number of animals:

1.17. Temperature

1.18. Total number of units:

1.19. Identificat}n of container/seal number:

1.20: Details of the nature of the animals and quantity of each:

Species (Scientific name)
Identification number/details

Strain/Stock (use international
designation if known)*

Age or Weight

Sex

Identification system

Passport number(s) if issued *

** |f referenced in Part Il.
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COUNTRY:

. Zoosanitary information

Il.a. Certificate reference number:

Il Pathogen Free Status

Conventional
Conditioned SPF @

Barrier raised SPF

Other — specify < \

11l. Fitness for transportation b

p

conditions specified below, and that the animals satisfy the following zoosanitary requirements:

The undersigned Official Veterinarian certifies that the consignment described a@is fit'for transport, subject to any
4

Special conditions for transport: YES I:l NO I:l

If there are special conditions for transport, provide complete information of these conditions.
Py
% \
\)
N "~

=

= 4 \
Na@e and address (in capital letters): Official position:
Date: Signature:

Stamp:
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CHAPTER 7. 8.

USE OF ANI MALS I N RESEARCH AND
EDUCATI ON

EU position

The EU wishes to thank the OIE for its efforts to introduce a new Artic‘lre 7.8.10 on
transportation of animals used for research and education under Chapter 7.8 and
recognises that some of the EU comments were incor porated in the proposed text for
adoption. However, the EU regrets that three comments of impaortance were not taken
into account. b

The EU would like to support the adoption of this modified c‘gpter provided that the
EU comment on the introductory paragraph of Article 7.8.10 is taken into account. If a
specific reference is made to the requirements under Chapters7.3. and 7.4., it is equally
necessary to highlight the genuine need for an exemption to'these. In exceptional cases,
there may be justifiable reasons to transport«animals whose fitness for transport is
compromised due to the scientific procedures that they are intended for. This hasto be
acknowledged and specific attention paid to the needs of these animals.

Preamble: The purpose of this chapter is to¢provide advice and assistance for OTE Members to follow
when formulating regulatory requitements, of other.form of oversight, for the use of live animals in
research and education. Wherever the term r‘earch” is used, it includes basic and applied research,
testing and the production of biological materials; “education” includes teaching and training. A system of
animal use oversight should be im ement’:\ in each country. The system will, in practice, vary from
country to country and according to cultural, economic, religious and social factors. However, the OIE
recommends that Membersaddress all the essential elements identified in this chapter in formulating a
regulatory framework that is, appropriate to their local conditions. This framework may be delivered

through a combination of nat1onal regional and institutional jutrisdictions and both public sector and
private sector responmb“es should be clearly defined.

The OIE recognises the vital role played by the use of live animals in research and education. The OIE
Guiding Principles.for Animal Welfare state that such use makes a major contribution to the wellbeing of
people and.animals and emphasise the importance of the Three Rs (see Article 7.8.3.). Most scientists and
members of the public agree that the amimals should only be used when necessary; ethically justified
(thereby ‘ayoiding unnecessary duplication of animal-based research); and when no other alternative
methods, not using live animals, are available; that the minimum number of awimals should be used to
achieverthe scientific or educational goals; and that such use of awimals should cause as little pain or
distress as possible. In addition, animal suffering is often recognised separately from pain and distress and
should be considered alongside any lasting harm which is expected to be caused to animals.

The OIE emphasises the need for humane treatment of amimals and that good quality science depends
upon good animal welfare. 1t is the responsibility of all involved in the use of animals to ensure that they give
due regard to these recommendations. In keeping with the overall approach to animal welfare detailed in the
Guiding Principles, the OIE stresses the importance of standards based on outcomes for the animal.

The OIE recognises the significant role of weterinarians in animal-based research. Given their unique

training and skills, they are essential members of a team including scientists and animal care technicians.
This team approach is based on the concept that everyone involved in the use of animals has an ethical
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responsibility for the animals welfare. The approach also ensures that animal use leads to high quality
scientific and educational outcomes and optimum we/fare for the animals used.

The OIE recognises that the use of live animals in research and education is a legitimate activity and, as a
consequence, domestic and international transport of amimals is essential to maintaining progress in
advancing human and animal health. Such transport should be conducted in a legal manner, ensuring the

safety of the animal and applying humane principles.

The OIE recommends that records on animal use should be maintained at an institutional level, as
appropriate to the institution and project proposals and species used. Key events and interventions should
be recorded to aid decision making and promote good science and welfare. A summary of these records
may be gathered on a national basis and be published to provide a degree of public transparency, without
compromising personnel or animal safety, or releasing proprietary information. «

Article 7.8. 1.

Definitions % \

Biocontainment: means the system and procedures designed to preve@he accidental release of
biological material including allergens.

Annex XXI1 (contd) L

&

Bioexclusion: means the prevention of the unintentional trans% of adventitious organisms with
subsequent znfection of animals, resulting in adverse effects Ofutheir health or suitability for research.

Biosecurity: means a continuous process of riskeassessment and risk management designed to minimise or
eliminate microbiological znfection with adventitious otganisms that can cause clinical disease in the infected
animals or humans, or make animals unsuitable for biomedical research.

Q
Cloned animal: means a genetic copy-of anot}R living or dead animal produced by somatic cell nuclear
transfer or other reproductive techn‘ogy. ‘ @

Distress: means the state of an animal, that has been unable to adapt to stressors, and that manifests as
abnormal physiological or behaviouﬁresponses. It can be acute or chronic and may result in pathological
conditions.

\ 4
Endangered specie‘&ns a population of organisms which is at risk of becoming extinct because it is
either few in numbers, ot threatened by changing environmental or predation parameters.

Environmental, enfichment: means increasing the complexity (e.g. with toys, cage furniture, foraging
opportunities, social housing, etc.) in a captive amimals environment to foster the expression of non-
inlurious %Jecies—typical behaviours and reduce the expression of maladaptive behaviours, as well as
provide cognitive stimulation.

Ethical review: means consideration of the validity and justification for using awimals including: an
assessment and weighing of the potential harms for animals and likely benefits of the use and how these
balance (see harm-benefit analysis below); and consideration of experimental design; implementation of
the Three Rs; animal husbandry and care and other related issues such as personnel training. Ethical
judgements are influenced by prevailing societal attitudes.

Harm-benefit analysis: means the process of weighing the likely adverse effects (harms) to the animals
against the benefits likely to accrue as a result of the proposed project.

Humane endpoint: means the point in time at which an experimental animal’s pain or distress is avoided,
terminated, minimised or reduced, by taking actions such as giving treatment to relieve pain or distress,
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terminating a painful procedure, removing the animal from the study, or humanely killing the animal.

Laboratory animal: means an animal that is intended for use in research. In most cases, such animals are
urpose-bred to have a defined physiological, metabolic, genetic or pathogen free status.

Operant conditioning: means the association that an animal makes between a particular response (such
as pressing a bar) and a particular reinforcement that may be positive (for example, a food reward) or
negative (e.g. a mild electric shock). As a result of this association, the occurrence of a specific behaviour
of the animal can be modified (e.g. increased or decreased in frequency or intensity).

Pain: means an unpleasant sensory and emotional experience associated with actual or potential tissue
damage. It may elicit protective actions, result in learned avoidance and distress and may modify.species-
specific traits of behaviour, including social behaviour. r

Project proposal (sometimes called protocol): means a written description of a study or experiment,
programme of work, or other activities that includes the goals of the work, chal@cte@s the use of the
animals, and includes ethical considerations.

Suffering: means an unpleasant, undesired state of being that is the outcome ot the impact on an animal
of a variety of noxious stimuli or the absence of important positive stimuli. Ituis‘the opposite of good

welfare. P

Article 7.8.2.
Scope a \ ) 4

This chapter applies to animals as defined in the Terrestrial Code (excluding bees) bred, supplied or used in
research (including testing) and higher education. wAwimals to be used for production of biologicals or
humanely killed for harvesting their cells, tissues and. ofgans for scientific purposes are also covered.
Members should consider both the spec'gs and therdevelopmental stage of the animal in implementing

these standards. \

‘ ‘rt?cle 7.8.3.

The Three Rs
N
The internationally accepted tenet, the “Three Rs’, comprises the following alternatives:

\ 4
1. replacement te M the use of methods utilising cells, tissues or organs of amimals (relative
replacement), as well as those that do not require the use of animals to achieve the scientific aims
(absolute replacement);

2. reductionutefers to the use of methods that enable researchers to obtain comparable levels of
information from fewer animals or to obtain more information from the same number of animals,

3. “refinement refers to the use of methods that prevent, alleviate or minimise pain, suffering, distress or
lasting harm and enhance welfare for the animals used. Refinement includes the appropriate selection
of relevant species with a lesser degree of structural and functional complexity in their nervous
systems and a lesser apparent capacity for experiences that derive from this complexity.
Opportunities for refinement should be considered and implemented throughout the lifetime of the
animal and include, for example, housing and transportation as well as procedures and euthanasia.

Article 7.8.4.

The oversight framework

The role of a Competent Authority is to implement a system (governmental or other) for verification of
compliance by institutions. This usually involves a system of authorisation (such as licensing or registering
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of institutions, scientists, or projects) and compliance which may be assessed at the institutional, regional
or national level.

The oversight framework encompasses both ethical review of animal use and considerations related to
animal care and weffare. This may be accomplished by a single body or distributed across different groups.
Different systems of oversight may involve animal welfare officers, regional, national or local committees or
bodies. An institution may utilise a local committee (often referred to as Animal Care and Use Committee,
Animal Ethics Committee, Animal Welfare Body or Animal Care Committee) to deliver some or all of this
oversight framework. It is important that the local committee reports to senior management within the
institution to ensure it has appropriate authority, resources and support. Such a committee should
undertake periodic review of its own policies, procedures and performance.

Ethical review of animal use may be undertaken by regional, national or local ethical review bodies or
committees. Consideration should be given to ensuring the impartiality and independence of those serving
on the committees.

In providing this oversight and ensuring the implementation of the Three Rs,the wowing expertise
should be included as a2 minimum:

p 4
a)  one scientist with experience in animal research, whose role is to ensure that protocols are designed
and implemented in accordance with sound science;

b) one veterinarian, with the necessary expertise to work with research animals, whose specific role is to
provide advice on the care, use and welfare of such animals,

¢) one public member, where appropriate, to represent.general coMunity interests who is independent
of the science and care of the animals and is not involved in.the use of animals in research.

Additional expertise may be sought from the animal care staff, as these professional and technical staff are
centrally involved in ensuring the welfare of animals used. Other participants, especially in relation to ethical
review, may include statisticians, information scientists and ethicists and biosafety specialists, as
appropriate to the studies conducted. It ﬁlay bvppropriate, in teaching institutions, to involve student

representation.
@

Oversight responsibilities include‘three key elements:

1. Project proposal review \

The purpose of the project proposal is to enable assessment of the quality of, and justification for,
the study, work { vity.

Project proposals, or significant amendments to these, should be reviewed and approved prior to
commencement of the work. The proposal should identify the person with primarily responsibility
forthe project and should include a description of the following elements, where relevant:

. 2a) the scientific or educational aims, including consideration of the relevance of the experiment to
human or animal health or weffare, the environment, or the advancement of biological
knowledge;

b) an informative, non-technical (lay) summary may enhance understanding of the project and
facilitate the ethical review of the proposal by allowing full and equitable participation of
members of the oversight body or committees who may be dealing with matters outside their
specific field. Subject to safeguarding confidential information, such summaties may be made
publicly available;

c) the experimental design, including justification for choice of species, source and number of
animals, including any proposed reuse;

d) the experimental procedures;
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h)

k)

)

2. Pacility inspectig V

methods of handling and restraint and consideration of refinements such as animal training and
operant conditioning;

the methods to avoid or minimise pain, discomfort, distress, suffering or lasting impairment of
physical or physiological function, including the use of anaesthesia or analgesia and other means
to limit discomfort such as warmth, soft bedding and assisted feeding;

application of humane endpoints and the final disposition of auimals, including methods of
euthanasia;

consideration of the general health, husbandry and care of the species proposed to be used,
including environmental enrichment and any special housing requirements;

ethical considerations such as the application of the Three Rs and a harm/benecfit analysis; the
benefits should be maximised and the harms, in terms of pain and distress, should be
minimised;

an indication of any special health and safety risks; and

resources/infrastructure necessary to support the proposed work (gfacﬂitiesfequipment, staff
trained and found competent to perform the procedures described&the proposed project).

The oversight body has a critical responsibility in determining the acceptability of project
proposals, taking account of the animal welfare implications, the advancement of knowledge and
scientific merit, as well as the societal benefits, in a ‘tisk-based.assessment of each project using

live animals. P \ A"

Following approval of a project proposal, consideration should be given to implementing an
independent (of those managing the projects) oversight method to ensure that animal activities
conform with those described in the.approved project proposal. This process is often referred
to as post approval monitoring. Such monitoring may be achieved through animal observations
made during the conduct of routine h andry and experimental procedures; observations made
by the veterinary staff during their roxs; or by inspections by the oversight body, which may
be the local committee cmz'ﬁm‘ welfare officer, compliance/quality assurance officer or
government inspector.

the duration of approval (}a project should normally be defined and progress achieved should

be reviewed in considering renewal of a project approval.
®

There should be regular inspections of the facilities, at least annually. These inspections should
include the folléwing clements:

2
b)
0
d)
0
f

g

{];le animals and their records, including cage labels and other methods of animal identification;
husbandry practices;

maintenance, cleanliness and security of the facility;

type and condition of caging and other equipment;

environmental conditions of the anzmals at the cage and room level;

procedure areas such as surgery; necropsy and animal research laboratories;

support areas such as washing equipment; animal feed, bedding and drug storage locations;
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h)  occupational health and safety concerns.

Principles of risk management should be followed when determining the frequency and nature of
inspections.

3.  Ethical evaluation

The ethical evaluation reflects the policies and practices of the institution in complying with
regulations and relevant guidance. It should include consideration of the functioning of the local
committee; training and competency of staff; veterinary care; husbandry and operational conditions,
including emergency plans; sourcing and final disposition of animals; and occupational health and
safety. The programme should be reviewed regularly. A requirement for the components of such a
programme should be included in relevant regulations to empower the Competent Authority to, take
appropriate action to ensure compliance.

Article 7.8.5.

A\

An essential component of the animal care and use programme is the assurance that the personnel
working with the animals are appropriately trained and competent to‘work with the species used and the
procedures to be performed, including ethical considerations. A system (institutional, regional or national)
to assure competency should be in place, which includes supervision during the training period until
competence has been demonstrated. Continuing professional and paraprofessional educational
opportunities should be made available to relevant staff. Senior management, given their overarching
responsibility for the animal care and use programme, should be Enowledgeable about issues related to the
competence of staff.

Assurance of training and competency (

1.  Scientific staff

Researchers using animals have a direet ethical and legal responsibility for all matters relating to the
welfare of the animals in their cate. Due toljcx specialised nature of animal research, focused training
should be undertaken to su&alemex! educational and experiential backgrounds of scientists
(including visiting scientists) befote initiating a study. Focused training may include such topics as the
national or local regulatory framework and institutional policies. The laboratory animalveterinarian is
often a resource for this.and other training. Scientific staff should have demonstrated competency in

procedures related to their research (e.g. surgery, anaesthesia, sampling and administration, etc.).
\ 4

2. Veterinarians \‘

It is important that veferinarians working in an animal research environment have veterinary medical
knowledge rand experience in the species used. Furthermore, they should be educated and
experienced in the normal behaviour, behavioural needs, stress responses and adaptability of the
species, as well as research methodologies. Relevant approvals issued by the vezerinary statutory body and
appropriate national or regional schemes (where these exist) should be adopted as the reference for
veterinary training.

3. Animal care staff

Animal care staff should receive training that is consistent with the scope of their work
responsibilities and have demonstrated competency in the performance of these tasks.

4. Students
Students should learn scientific and ethical principles using non-animal methods (videos, computer

models, etc.) when such methods can effectively reduce or replace the use of live animals and still
meet learning objectives. Wherever it is necessary for students to participate in classroom or research
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activities involving live animals, they should receive appropriate supervision in the use of animals until
such time that they have demonstrated competency in the related procedure(s).

5. Members of the local oversight committee or others involved with oversight

Continuing education about the use of animals in research and education, including associated ethics,
regulatory requirements and their institutional responsibility, should be provided.

Occupational health and safety training for research animal related risks should be provided as part of the
assurance of training and competency for personnel. This might include consideration of human
infectious diseases which may infect research anmimals and thus compromise research results, as well as
possible zoonoses. Personnel should understand that there are two categories of hazards, those that are
intrinsic to working in an animal facility and those associated with the research. Specific training may be
required for particular species, for specific procedures, and for the use of appropriate protective measures
for personnel who may be exposed to animal allergens. Research materials, such as chemicals of unknown
toxicity, biological agents and radiation sources, may present special hazards. ‘{

CA

Provision of veterinary care » L

Adequate veterinary care includes responsibility for promoting an animal's health and welfare before, during
and after research procedures and providing advice and guidance based’on best practice. Veterinary care
includes attention to the physical and behavioural status of ‘the animal. The veterinarian should have
authority and responsibility for making judgements concerning.animal welfare. Veterinary advice and care
should be available at all times. In exceptional circumstances, where species unfamiliar to the veterinarian
are involved, a suitably qualified non-veterinary expett may provide advice.

Article 7.8.6.

1. Clinical responsibilities Py

Preventive medicine programmes that 1 clx&% vaccinations, ectoparasite and endoparasite treatments
and other disease control measures should be initiated according to currently acceptable veterinary
medical practices approptiate to the-particular animal species and source. Disease surveillance is a
major responsibility of.the veterinarian and should include routine monitoring of colony animals for the
presence of parasitic, bacterial and viral agents that may cause overt or sub clinical diseases. The
veterinarian should have the authority to use appropriate treatment or control measures, including
euthanasia if indicated, and access to appropriate resources, following diagnosis of an animal disease or
injury. Where possible.the veterinarian should discuss the situation with the scientist to determine a
course of action consistent with experimental goals. Controlled drugs prescribed by the veterinary
staff should be:managed in accordance with applicable regulations.

2.  Post-mortem examinations

In the case of unexpected diseases or deaths, the wveterinarian should provide advice based on post-
mortem examination results. As part of health monitoring, a planned programme of post-mortem
examinations may be considered.

3. Veterinary medical records

Veterinary medical records, including post-mortem records, are considered to be a key element of a
programme of adequate veterinary care for amimals used in research and education. Application of
performance standards within the veterinary medical record programme allows the wveferinarian to
effectively employ professional judgment, ensuring that the animalreceives the highest level of care
available.
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Annex XXII (contd)

Advice on zoonotic risks and notifiable diseases

The use of some species of animals poses a significant risk of the transmission of zoonotic disease (e.g.
some nonhuman primates). The veterinarian should be consulted to identify sources of animals that
minimise these risks and to advice on measures that may be taken in the animal facility to minimise
the risk of transmission (e.g. personal protective equipment, appropriate désinfection procedures, air
pressure differentials in animal holding rooms, etc.). Animals brought into the institution may carry
diseases that require notification to government officials. It is important that the veterinarian be aware
of, and comply with, these requirements.

«
Advice on surgery and postoperative care
A programme of adequate veterinary care includes input into the review and roval process of
preoperative, surgical and postoperative procedures by an appropria qualified " veterinarian. A

veterinarian's inherent responsibility includes providing advice concerning preopetative procedures,
aseptic surgical techniques, the competence of staff to performesurgery and the provision of
postoperative care. Veterinary oversight should include the detectiovknd resolution of emerging
patterns of surgical and post procedural complications. y

Advice on analgesia, anaesthesia and euthanasia
Adequate veterinary care includes providing advice on the ptoper use of anaesthetics, analgesics, and
methods of euthanasia.

Advice on humane endpoints

Humane endpoints should be establis%ed ptior to commencement of a study in consultation with the
veterinarian who also plays an dmportant ySle in ensuring that approved humane endpoints are
followed during the course of the study. It is essential that the veferinarian has the authority to ensure
euthanasia or other measures are carried out as required to relieve pain and distress unless the project
proposal approval specifically does not permit such intervention on the basis of the scientific
purpose and the ethical evaluation.

Ideal humane Mlts arg those that can be used to end a study before the onset of pain or
distress, Witho::&opardising the study’s objectives. In consultation with the weserinarian, humane
endpoints should be described in the project proposal and, thus, established prior to commencement
of the study. They'should form part of the ethical review. Endpoint criteria should be easy to assess
over the.coutse of the study. Except in rare cases, deazh (other than euthanasia) as a planned endpoint
is ‘considered ethically unacceptable.

By,
Article 7.8.7.

Source of animals

Apnimals to be used for research should be of high quality to ensure the validity of the data.

1.

Animal procurement
Apnimals should be acquired legally. It is preferable that animals are purchased from recognised sources

producing or securing high quality animals. The use of wild caught nonhuman primates is strongly
discouraged.
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Annex XXII (contd)

Purpose bred animals should be used whenever these are available and animals that are not bred for
the intended use should be avoided unless there is compelling scientific justification or are the only
available and suitable source. In the case of farm amimals, non traditional breeds and species, and
animals captured in the wild, non purpose bred animals are often used to achieve specific study goals.

2. Documentation

Relevant documentation related to the source of the awimals, such as health and other veterinary
certification, breeding records, genetic status and animal identification, should accompany the animals.

n
3. Animal health status

The health status of animals can have a significant impact on scientific outcomes. There also may be
occupational health and safety concerns related to animal health status. Awzmals“should have
appropriate health profiles for their intended use. The health status ﬁm‘mq[; should be known
before initiating research.

4. Genetically defined animals pY L

A known genetic profile of the animals used in a study can reduce variability in the experimental data
resulting from genetic drift and increase the reproducibility of the fesults. Genetically defined anzmals
are used to answer specific research questions and ‘ate the product of sophisticated and controlled
breeding schemes which should be validated by periodic genetic monitoring. Detailed and accurate
documentation of the colony breeding records should be maintained.
P
5. Genetically altered (also genetically modified ot genetically engineered) or cloned animals
Q

A genetically altered animals is onesthat h&had undergone genetic modification of its nuclear or
mitochondrial genomes through a deliberate human intervention, or the progeny of such an animal(s),
where they have inherited the modification. If genetically altered or cloned animals are used, such use
should be conducted in accordﬂn:le with relevant regulatory guidance. With such animals, as well as
harmful mutant lines atising’ from spontaneous mutations and induced mutagenesis, consideration
should be given to‘addressing and monitoring special husbandry and welfare needs associated with
abnormal phenotypes:” Records should be kept of biocontainment requirements, genetic and
phenotypic info t%n, and individual identification, and be communicated by the animal provider
to the recipient%rchiving and sharing of genetically altered lines is recommended to facilitate the
sourcing of these customised aznimals.

6. Animals captured in the wild

If wﬂ} animals are to be used, the capture technique should be humane and give due regard to human
and_animal health, we/fare and safety. Field studies have the potential to cause disturbance to the
habitat thus adversely affecting both target and non-target species. The potential for such disturbance
should be assessed and minimised. The effects of a series of stressors, such as trapping, handling,
transportation, sedation, anaesthesia, marking and sampling, can be cumulative, and may produce
severe, possibly fatal, consequences. An assessment of the potential sources of stress and
management plans to eliminate or minimise distress should form part of the project proposal.

7.  Endangered species

Endangered species should only be used in exceptional circumstances where there is strong scientific
justification that the desired outcomes cannot be achieved using any other species.
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Annex XXII (contd)

8. Transport, importation and exportation

Apnimals should be transported under conditions that are appropriate to their physiological and
behavioural needs and mierebiologieal pathogen free status, with care to ensure appropriate physical
containment of the animals as well as exclusion of contaminants. The amount of time animals spend
on a journey should be kept to a minimum. It is important to ensure that there is a well constructed
journey plan, with key staff identified who have responsibility for the amimals and that relevant
documentation accompanies animals during transport to avoid unnecessary delays during the journey
from the sender to the receiving institution. r

9. Risks to biosecurity

{ \
In order to minimise the risk of contamination of animals with unwanted infectious microorganisms
or parasites that may compromise the health of animals or make them unsuitable for use in research,
the microbiological status of the awimals should be determined and rgularly assessed. Appropriate
biocontainment and bioexclusion measures should be practised to:maintain.their health status and, if

appropriate, measures taken to prevent their exposure/to certain human or environmental
commensals.

) 4

Article 7.8:8.
Physical facility and environmental conditions

A well-planned, well-designed, well-consttucted,/and propetly maintained facility should include animal
holding rooms as well as areas for support services such as for procedures, surgery and necropsy, cage
washing and appropriate storage. animal facility should be designed and constructed in accordance
with all applicable building standards.. The design and size of an animal facility depend on the scope of
institutional research activities, the animals to be housed, the physical relationship to the rest of the
institution, and the geographic locauﬁ\. For indoor housing, non-porous, non-toxic and durable materials
should be used which can be easily cleaned and sanitised. .Anzmals should normally be housed in facilities
designed for that purpose: Security measures (e.g. locks, fences, cameras, etc.) should be in place to
protect the animals'and ptevent their escape. For many species (e.g. rodents), environmental conditions
should be controllable to minimise physiological changes which may be potentially confounding scientific
variables and of we/fare concern.

Important environmental parameters to consider include ventilation, temperature and humidity, lighting
and noise:.

1.  Ventilation

The volume and physical characteristics of the air supplied to a room and its diffusion pattern
influence the ventilation of an animal's primary enclosure and are thus important determinants of its
microenvironment. Factors to consider when determining the air exchange rate include range of
possible heat loads; the species, size, and number of awimals involved; the type of bedding or
frequency of cage changing; the room dimensions; and the efficiency of air distribution from the
secondary to the primary enclosure. Control of air pressure differentials is an important tool for
biocontainment and bioexclusion.
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Annex XXII (contd)

2. Temperature and humidity

Environmental temperature is a physical factor which has a profound effect on the welfare of animals.
Typically, animal room temperature should be monitored and controlled. The range of daily
fluctuations should be appropriately limited to avoid repeated demands on the animals metabolic and
behavioural processes to compensate for large changes in the thermal environment as well as to
promote reproducible and valid scientific data. Relative humidity may also be controlled where
appropriate for the species.

3. Lighting o

Light can affect the physiology, morphology and behaviour of various animals. AIn generaly lighting
should be diffused throughout an animal holding area and provide appropriate illumination for the
welfare of the animals while facilitating good husbandry practices, adequate inspec& of animals and
safe working conditions for personnel. It may also be necessary to contr@e light/dark cycle.

. \4

4.  Noise

Separation of human and animal areas minimises disturbanée to animal occupants of the facility.
Noisy animals, such as dogs, pigs, goats and nonhuman primates, should be housed in a manner
which ensures they do not adversely affect the weffare of ‘quieter animals, such as rodents, rabbits and
cats. Consideration should be given to insulating ho]éng rooms and procedure rooms to mitigate the
effects of noise sources. Many species ate sensitive to high frequency sounds and thus the location of
potential sources of ultrasound should be considered.

Article 7.8.9.

Husbandry %

Good husbandry practices enhance the healthrand welfare of the animals used and contributes to the
scientific validity of animal research. Animal care and accommodation should, as a minimum,
demonstrably conform to relevant }‘bhshed animal care, accommodation and husbandry guidelines and
regulations.

The housing environm nd husbandry practices should take into consideration the normal behaviour
of the species, inclut&ir social behaviour and age of the animal, and should minimise stress to the
animal. Duting the conduct of husbandry procedures, personnel should be keenly awate of their potential
impact on the animals welfare.

1. Transportation

2. Acclimatisation

Newly received animals should be given a period for physiological and behavioural stabilisation before
their use. The length of time for stabilisation will depend on the type and duration of transportation,
the age and species involved, place of origin, and the intended use of the animals. Facilities should be
available to isolate animals showing signs of ill health.
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Annex XXII (contd)

3. Cages and pens

Cages and pens should be made out of material that can be readily cleaned and decontaminated.
Their design should be such that the amimals are unlikely to injure themselves. Space allocations
should be reviewed and modified as necessary to address individual housing situations and animal
needs (for example, for prenatal and postnatal care, obese animals, and group or individual housing).
Both the quantity and quality of space provided is important. Whenever it is appropriate, social
animals should be housed in pairs or groups, rather than individually, provided that such housing is
not contraindicated by the protocol in question and does not pose an undue risk to the animals.

L

4.  Enrichment

Animals should be housed with a goal of maximising species appropriate behaviours and avoiding or
minimising stress induced behaviours. One way to achieve this is to enrich the s&tuml and social
environment of the animals and to provide opportunities for physical cognitive activity. Such
provision should not compromise the health and safety of the animals ‘ot péople, nor interfere with

the scientific goals. !

5. Feedin ’ 4

Provision should be made for each anmimal to have access to feed to satisty its physiological needs.
Precautions should be taken in packing, transporrir& storirig and preparing feed to avoid chemical,
physical and microbiological contamination, deterioration. or destruction. Utensils used for feeding
should be regulatly cleaned and, if necessary, sterilised.

6. Water &

Uncontaminated potable drinking water should normally be available at all times. Watering devices,
such as drinking tubes and automatic watering systems, should be checked daily to ensure their
proper maintenance, cleanliness, and o;‘raﬁon.

7. Bedding ‘

Animals should have appropriate bedding provided, with additional nesting material if appropriate to
the species. Anim dding is a controllable environmental factor that can influence experimental
data and auimal welfare. Bedding should be dry, absorbent, non-dusty, non-toxic and free from
infectious agents, vermin or chemical contamination. Soiled bedding should be removed and replaced
with fresh materiﬁas often as is necessary to keep the animals clean and dry.

8. Hygiene

The :;mcessful operation of a facility depends very much on good hygiene. Special care should be
taken' to avoid spreading infection between animals through fomites, including through personnel
traffic between animal rooms. Adequate routines and facilities for the cleaning, washing,
decontamination and, when necessary, sterilisation of cages, cage accessories and other equipment
should be established. A very high standard of cleanliness and organisation should also be maintained
throughout the facility.

9.  Identification
Animal identification is an important component of record keeping. Animals may be identified

individually or by group. Where it is desirable to individually identify animals, this should be done by a
reliable and the least painful method.
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Annex XXII (contd)

10. Handling

Staff dealing with amimals should have a caring and respecttul attitude towards the animals and be
competent in handling and restraint. Familiarising animals to handling during routine husbandry and
procedures reduces stress both to animals and personnel. For some species, for example dogs and
non-human primates, a training programme to encourage cooperation during procedures can be
beneficial to the animals, the animal care staff and the scientific programme. For certain species, social
contact with humans should be a priority. However, in some cases handling should be avoided. This
may be particularly the case with wild animals. Consideration should be given to setting up
habituation and training programmes suitable for the animals, the procedures and length 6fprojects.

Article 7.8.10.

N\

4
Transportation is a typically stressful experience for amimals. Therefore, every precaution should be taken
to avoid unneces;az Etre;s @ ;auieg E; inadeg]uate Ventﬂation: exggz;re to extreme temEerature;
lack of feed and water, long delays, etc. General recommendations are made in Chapters 7.3. and 7.4. In
addition, animals should be transported under conditions and.dn comfainers that are appropriate to their

hysiological and behavioural needs and pathogen free status, with caté to ensure appropriate physical
containment and safety of the animals. In the event of a delay, a contingency plan should be in place and

the name of an emergency contact person should be prominently displaved on the container.

Transportation (

EU comment 3
The EU proposesto amend the above pa\agraph asfollows:

"Transportation is a typicallyhress‘ll éxperience for animals. Therefore,_transport of
animals should be kept totheminimum necessary to reduce welfare coststo the animals.
Eevery precaution should be taken to avoid unnecessary stress through caused by
inadequate ventilation, exposure to extreme temperatures, lack of feed and water, long
delays etc. General : mmendatlons are madeln Chapters73 and 7.4. There ma;g be

and Qartlcular attention should be paid to any addltlonal care which may be rguwed
In addition, animals should be transported under conditions and in containers that are

appropriateto their physiological and behavioural needs and pathogen free status, with
careto ensure appropriate physical containment and safety of the animals. In the event
of a delay, a contingency plan should be in place and the name of an emergency contact
per son should be prominently displayed on the container” .

Justification

This section should first state the basic principle that transport of animals should be
kept to a minimum necessary due to added welfare cost to the animals. More
importantly, since a specific reference is now added to Chapters 7.3. and 7.4., it needsto
be highlighted that contrary to the requirements in those Chapters, there may be
genuine, justifiable reasons to transport animals whose welfare is compromised for the

OIE Terrestrial Animal Health Standards Commission / February 2012



http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_animal
http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_animal
http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_animal
http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_animal
http://www.oie.int/eng/normes/mcode/en_glossaire.htm#terme_animal

14

purposes of research. Consequently, it is necessary to emphasise that particular
attention is paid to the welfar e needs of these animals.

=

[

The source of animals and therefore the mode and conditions of #ransport should be considered in the
project proposal review described in point 1 ¢) of Article 7.8.4.

a) The consigner and consignee should cootdinate the means sethed, route and duration of
transport with emphasis on the potential impact on the health and welfare of the animal(s).
b) The potential for delays in transpottation should be anticipated and avoided.
.
The documentation required ish for international #rausport should bebased.on .the OIE

Model Veterinary Certificate for International Trade in Laboratory Animals (Chapter 5.13.):
LN %
a) There should be assurance that complete, relevant and legible documentation accompanies
animals during fransport to_avoid unnecessary delays during the s from the sender to the

b)

their containers until they are removed from the containers at tg‘ ir final destination:

a)

receiving institution. !

Electronic certificates should be implemented, whetever gossible.

The journey plan should be designed so that the time in transit is the shortest possible and most

comfortable for the animal. ere journeys. of e distance are involved, this is often best
achieved through air transport, preferably by difect routes.

@
Key staff should be identifi ho h: responsibility for the animals and have the authority for
making decisions in unfor*en cir%maances. Such staff should be contactable at all times.
The journ lan shoul under the general oversicht of a peferinarian or other competent

person, knowledgeable and experienced in the biology and needs of the particular species. The

following shoul ecifically be addresse

®
1)  Some amimals, such as fesg: genetically altered amimalsy may have special requirements that

s
i) Issues of biosecurity and bioexclusion, fe.g. through container design and handling} sheuld

Where—ecompatible —seoecial wnimals—should betransported—in—established pairs—orproups—and
2 STTOUUIUT DLV T ATT S POTTCCUITT C S TAODTISTIC U AT S O TOTTS— Aaricr

neaimed it ead
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EU comments

The EU proposes adding a new point 3bis asfollows:

" 3bis. Vehicles or_containersin which animals aretransported should be clearly and
visibly marked indicating the presence of live animals. Where animals have special
reguirements or_biosecurity status, specific handling or management instructions should
be provided within the journ lan and clear warnings marked on the

vehicle/container, where appropriate.”

Justification

L
Whilst certain guidelinese.g. IATA may requirethis, animalstransported by other
means and not protected by commercial transportation guidance/law should be
identified as carrying live animals for any emergency purposes and for s&ty of any
inspector s and wher e necessary a warning on vehicle about chec for-additional
handling/management issuesin jour ney plan befor e opening container /vehicle.

)

i

' 4
In accordance with OFE Chapters 7.23 toand 7.4 and IATA regulations, an approptiate environment
-, such as container desion and construction, temperatare, food, and water} should be provided to
the animal throughout the planned journey. Adequate supplies od, water and bedding should be

provided to accommodate a delay of at least 24 hours.

[

56. Personnel handling animals throughout the planned journey should be trained in the basic needs of
animals and in good handling practices for the species to facilitate the bading and unloading of animals.
6. Delivery €

a) Consignments of animals should be accepted into the facility without avoidable delay and, after
inspection, should be rem: from their containers under conditions compatible with their

pathogen free status. N\

b) They should then be transferred to clean cages or pens and be supplied with feed and water a

appropriate. V 3
. N
¢ Social animals transported in established pairs or groups should be maintained in these on arrival.
—

—  Text deleted
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Annex XXIlII

CHAPTER 8.2.

INFECTION WITH AUJESZKY'S DISEASE VIRUS

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

Article 8.2.1.
General provisions

Pigs are the natural host for Aujeszky’s disease (AD) virus, although it can infect cattle, sheep, cats, dogs
and rats causing fatal disease. The definition of pig includes all varieties of Sus sérofa, both. domestic and wild.

For the purposes of the Terrestrial Code, AD is defined as an infection of domestic pigs and ot captive wild
pigs ,which are under direct human supervision or control.

For the purposes of this chapter, a distinction is made bétween domestic pig and captive wild pig
populations on the one hand, and wild pig and fera/ pig populations on the other hand.

Standards for diagnostic tests and vaccines are described in the“Lerrestrial Manual.

A Member should not impose trade bans in response to a notification of zufection with AD virus in wild and
feral pigs according to Article 1.1.3. of the Terrestrial Code.

When authorising import or transit of the commodities covered in the chapter, with the exception of those
listed in Article 8.2.3., Veterinary Authorities should require the conditions prescribed in this chapter
relevant to the AD status of the exporting country or zone.

Article 8.2.2.

Determination of the AD status of a country or zone

The AD free or provisionally free status of a country or gome can only be determined after considering the

following criteria in-domestic-and#d pigs, as applicable:

1. ADuis notifiable in the whole country, and all clinical signs suggestive of AD should be subjected to
field and#etlaboratory investigations;

2. an on-going awareness programme should be in place to encourage reporting of all cases suggestive of
AD;

3. the Veterinary Authority should have current knowledge of, and authority over, all domestic and cptive
wild pigs establishments in the country or zone;

4. the Veterinary Anthority should have current knowledge about the population and habitat of wz/d and
feral pigs in the country or zone;

5. appropriate surveillance, capable of detecting the presence of infection even in the absence of clinical

signs, is in place; this may be achieved through a surveillance programme in accordance with Chapter
1.4.
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Annex XXIII (contd)

Article 8.2.3.

Safe commodities

When authorising import or transit of the following commodities and any products made from these,
Veterinary Authorities should not require any AD related conditions, regardless of the AD status of the
excporting country or one:

fresh meat of domestic and wild pigs not containing offal (head, and thoracic and abdeminal viscera);

meat products of domestic and wild pigs not containing offal (head, and thoracic and abdominal

viscera);

products of animal origin not containing offal (head, and thoracic andrabdominal viscera).

Article 8.2.4.

AD free country or zone

1.

Qualification

)

b)

A country or gone may be considered free from the disease without formally applying a specific
surveillance programme (historical freedom) if the disease has not been reported for at least
25 years, and if for at least the past 10 yeats:

i)
ii)

iii)

iv)

it has been a notifiable disease
an early detection system has’been in place;

measures to prevent the introduction of the AD virus into the country or goze have been in
place;

N0 vaccination against the disease has been carried out;
infectionis not known to be established in wild and feral swine pigs, or appropriate measures

have been implemented to prevent any transmission of the AD virus from wild and fera/
swite pigs to domestic and captive wild pigs.

A country or zome which does not meet the conditions of the above paragraph may be
considered free from AD when:

i)

animal health regulations to control the movement of commodities with the exception of
those listed in Article 8.2.3. in order to prevent the introduction of #ufection into the
establishments of the country or gome have been in place for at least two years;

vaccination against AD has been banned for all domestic and captive wild pigs in the country
or zone for at least two years unless there are means, validated to OIEF standar

(Chapter 2.1.2. of the Terrestrial Manual), of distinguishing between vaccinated and infected

pigs;
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Annex XXIII (contd)

iif) if AD has never been reported in the country or zoze, serological surveys, with negative
results, have been conducted on a representative sample of all pig establishments in
conformity with the recommendations in Chapter 1.4. at an acceptable level of confidence,
no more than three years prior to qualification; the serological surveys should be directed at
the detection of antibodies to the whole virus, and based on the breeding pig population or,
tor establishments that contain no breeding pigs, on a comparable number of fattening pigs;
or

iv) if AD has been reported in the country or gome, a surveillance and control programme has
been in place to detect every infected establishment and eradicate AD from it; the surveillance
programme should be carried out in conformity with the recommendations in Chapter 1.4.
and demonstrate that no establishments within the country or zone have had any clinical,
virological or serological evidence of AD for at least two years:

v) In countries or gomes with wild and feral swire pigs, measures should be implemented to
prevent any transmission of the AD virus from wild and feral swire pigs to domestic and

captive wild pigs.

2. Maintenance of free status

In order to maintain its free status, a country or zone should,.comply with the following requirements:

a) periodic serological surveys directed at the detection of antibodies to the whole AD virus should
be carried out on a statistically sighificant number of breeding pigs, in conformity with the
recommendations in Chapter 1.4.;

b) the importation of the commodities with the exception of those listed in Article 8.2.3. into the
country or gone is carried out in conformity with the import conditions contained in the relevant
Articles of the present chapter;

c) the ban on AD wacsination remains in force;

d) appropriate measures aimed at preventing the transmission of the AD virus from wild and feral
swine pigs to.domestic and gaprive wild pigs remain in force.

3.  Recoveryof free status

Should an AD outbreak occur in an establishment of a free country or gone, the status of the country or
zone may be restored if either:

a)wpall the pigs in the s#tbreak infected epidemiological units have been slaughtered; and, during and

after the application of this measure, an epidemiological investigation including clinical
examination, and serological asdfor virological testing has been carried out in all pig
establishments which have been directly or indirectly in contact with the infected establishment and
in all pig establishments located within a prescribed radius from the s#tbreat infected epidemiological

units, demonstrating that these establishments are not infected; or
b)  vaccination with gB- deleted vaccines has been applied and:

1) a serological testing procedure (differential ELISA) has been implemented in the
establishments where vaccination has been applied to demonstrate the absence of infection;
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Annex XXIII (contd)

i) the movement of pigs from these establishments has been banned, except for immediate
slanghter, until the above procedure has demonstrated the absence of zufection;

iii) during and after the application of the measures described in points i) to ii) above, a
thorough epidemiological investigation including clinical examination and serological
andfor virological testing has been cartied out in all pig establishments which have been
directly or indirectly in contact with the infected establishment and in all pig establishments
located within a prescribed radius from the outbreak, demonstrating that these establishments
are not infected.

Article 8.2.5.

AD provisionally free country or zone

1.

Qualification

A country or gone may be considered as provisionally free from AD. if the following conditions are
complied with:

2)

b)

d)

animal health regulations to control the movement of commuodities with the exception of those
listed in Article 8.2.3. in order to prevent the introduction of snfection into the establishments of the
country or zoze have been in place for at least twoyears;

if AD has never been reported in the country or zone, a serological survey, with negative results,
has been conducted on a representative sample of all pig establishments in conformity with the
recommendations in Chapter 1.4. (butnot at an acceptable level of confidence); the serological
survey should be directed at the detection of antibodies to the whole virus, and based on the
breeding pig population ot, for establishments that contain no breeding pigs, on a comparable
number of fattening pigs; or

if AD has been reported in the country or gome, a surveillance and control programme has been in
place tordetect infected establishments and eradicate AD from these establishments, the berd
prevalence rate in the country or zoze has not exceeded one percent for at least three years (the
sampling procedure described in point le) of the definition of ‘AD free establishment’ should
be applied™within the establishments of the country or zome), and at least 90 percent of the
establishments in the country or gome are qualified free;

1n countries or gomes with wild and feral swine pigs, appropriate measures should be taken to
prevent any transmission of the AD virus between wi/d and feral swine pigs and domestic and

captive wild pigs.

Maintenance of provisionally free status

In order to maintain its provisionally free status, a country or goze should comply with the following
requirements:

2)

b)

the measures described in points 1b) and 1d) above should be continued;

the percentage of infected establishments remains < one percent;
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¢) the importation of the commodities with the exception of those listed in Article 8.2.3. into the
country or gone is carried out in conformity with the import conditions contained in the relevant
articles of the present chapter.

Recovery of provisionally free status

Should the percentage of infected establishments exceed one percent in a provisionally free country or
zone, the status of the country or gone is cancelled and may be restored only once the percentage of
infected establishments has remained < one percent for at least six months, and this result is confirmed
by a serological survey conducted in conformity with point 1c) above.

Article 8.2.6.

AD infected country or zone

For the purposes of this chapter, countries and gones which do not fulfil the conditions to be considered
free or provisionally free of AD should be considered as infected.

Article 8.2.7.

AD free establishment

1.

Qualification

To qualify as free from AD, an establishment should satisty.the following conditions:
a) itis under the control of the VVeterinary Anthority,
b) no clinical, virological or serological evidenee of AD has been found for at least one year;

¢) the introduction of pigs, semen and embryos# ot ova into the establishment is catrried out in
conformity with the impozt conditions for these commodities contained in the relevant articles of
the present chapter;

d)  vaccination against ADhas not been carried out in the establishment for at least 12 months, and any
previously vaccinated pigs are free from gE antibodies;

e) a representative sample of breeding pigs from the establishment has been subjected, with negative
results, to serological tests to the whole AD virus, applying a sampling procedure set out in
conformity.with the recommendations in Chapter 1.4.; these tests should have been carried out
oftwo occasions, at an interval of two months; for establishments that contain no breeding pigs,
the tests should be carried out only once on a comparable number of fattening or weaning pigs;

). a surveillance and control programme has been in place to detect infected establishments located
within a prescribed radius from the establishment and no establishment is known to be infected
within this goze.

Maintenance of free status

For establishments located in an infected country or #nfected zome, the testing procedure described in
point 1e) above should be carried out every four months.

For establishments located in a provisionally free country or zoze, the testing procedure described in
point 1e) above should be carried out every year.
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3. Recovery of free status

Should a free establishment become infected, or should an outbreak occur within a prescribed radius
from a free establishment, the free status of the establishment should be suspended until the following
conditions are met:
a)  in the infected establishment:
i) all the pigs in the establishment have been slaughtered, or
i) at least 30 days after removal of all infected awimals, all breeding animals have been
subjected to a serological test to the whole AD virus, with negative sesults, on two
occasions, at an interval of 2 months;
b) in other establishments located within the prescribed radius: a number of breeding pigs from each
establishment has been subjected, with negative results, to serologicaltests to the whole AD virus

(non vaccinated establishments) or to gE antibodies (vaccinated establishments), applying the
sampling procedure described in point le) above.

Article 8.2.8.
Recommendations for importation from AD free countries or zones
For domestic and captive wild pigs

Veterinary Authorities should require the presentation of an zuternational veterinary certificate attesting that the
animals:

1. showed no clinical sigh of AD.on the day of shipment;
2. come from an establishmentdocated in an AD free country or zore;
3. have not been vaceinated against AD.
Article 8.2.9.
Recommendations for importation from AD provisionally free countries or zones
For domestic and captive wild pigs for breeding or rearing

VeterinaryAunthorities should require the presentation of an zuternational veterinary certificate attesting that the
animals:

1. showed no clinical sign of AD on the day of shipment;
2. have been kept exclusively in AD free establishments since birth;
3. have not been vaccinated against AD;

4. were subjected to a serological test to the whole AD virus, with negative results, within 15 days prior
to shipment.
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Article 8.2.10.
Recommendations for importation from AD infected countries or zones

For domestic and captive wild pigs for breeding or rearing

Veterinary Authorities should require the presentation of an zuternational veterinary certificate attesting, that the
animals:

1. showed no clinical sign of AD on the day of shipment;

2. were kept exclusively in AD free establishments since birth;

3. have not been vaccinated against AD;

4. were isolated in the establishment of origin ot a guarantine station,‘and wete subjected to a serological

test to the whole AD virus, with negative results, on two occasions, at an interval of not less than 30
days between each test, the second test being performed during the 15 days prior to shipment.

Article 8.2.11.

Recommendations for importation from AD provisionally free countries or zones or AD infected
countries or zones

For domestic and captive wild pigs for slaughter

The pigs should be transported directly from the place of shipment to the slanghterhouse/ abattoir for immediate
slaughter.

Veterinary Authorities should tequire the presentation of an international veterinary certificate attesting that:

1. a surveillance and control programme is in place in the country or zone to detect infected establishments
and eradicate AD;

2. the animals:
a) ¢ate notbeing eliminated as part of an eradication programme;
b) “showed no clinical sign of AD on the day of shipment;
©) i) have been kept exclusively in AD free establishments since birth; or

d—ii) have been vaccinated against AD at least 15 days prior to shipment.

Article 8.2.12.

Recommendations for importation from AD free countries or zones
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For wild and feral pigs swine

Veterinary Authorities should require the presentation of an zuternational veterinary certificate attesting that the
animals:

1. showed no clinical sign of AD on the day of shipment;
2. were captured in an AD free country or zone;
3. have not been vaccinated against the disease,

4. were isolated in a guarantine station, and were subjected to a serological test to the whole.AD wirus,
with negative results, on two occasions, at an interval of not less than 30 days between cach test, the
second test being performed during the 15 days prior to shipment.

Article 8.2.13.
Recommendations for importation from AD free countries or zones

For semen of pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1. the donor animals:
a) showed no clinical sign of AD on the day of collection of the semen;

b)  were kept in an establishment ot artificial-insemination centre located in an AD free country or zonme at
the time of semen collection;

2. the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and
4.6.

Article 8.2.14.
Recommendations fot importation from AD provisionally free countries or zones

For semen of pigs

Veterinary Anthorities should require the presentation of an international veterinary certificate attesting that:
1. thedonor animals:

a)  have been kept for at least four months prior to semen collection in an arfificial insemination centre
which has the status of AD free establishment, and where all boars are subjected to a serological
test to the whole AD virus, with negative results, every four months;

b) showed no clinical sign of AD on the day of collection;

2. the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and
4.6.
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Article 8.2.15.

Recommendations for importation from AD infected countries or zones

For semen of pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1.  the donor animals:

2)

b)

d)

were kept in an AD free establishment for at least six months prior to entering the artificial
insemination centre,

have been kept for at least four months prior to semen collectioniin the artificial insemination centre
which has the status of AD free establishment, and where allboars are subjected to a serological

test to the whole AD virus, with negative results, every four months;

were subjected to a serological test to the whole AD) virus, with'negative results, within 10 days
prior to or 21 days after semen collection;

showed no clinical sign of AD on the day of collection;

2. the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and

4.6.

Article 8.2.16.

Recommendations for importation from AD free countries or zones

For in vivo derived embryos of pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1.  the donor females:

a)

b)

showed no clinical sign of AD on the day of collection of the embryos;

were kept in an establishment located in an AD free country or gone prior to collection;

2. the embryos were collected, processed and stored in conformity with the provisions of Chapters 4.7.
and 4.9., as relevant.

Article 8.2.17.

Recommendations for importation from AD provisionally free countries or zones

For in vivo detived embryos of pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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1. the donor females:
a) showed no clinical sign of AD on the day of collection of the embryos;
b) were kept in an AD free establishment for at least three months prior to collection;

2. the embryos were collected, processed and stored in conformity with the provisions of Chapters 4.7.
and 4.9., as relevant.

Article 8.2.18.
Recommendations for importation from AD infected countries or zones

For in vivo derived embryos of pigs

Veterinary Authorities should require the presentation of an international veterinary-certificate attesting that:
1. the donor females:

a)  showed no clinical sign of AD on the day of collection of the embryos;

b) were kept in an AD free establishment for at least three months prior to collection;

¢) were subjected to a serological test torthe whoele’/AD virus, with negative results, within ten days
prior to collection;

2. the embryos were collected, processed and stored in conformity with the provisions of Chapters 4.7.
and 4.9., as relevant.

Article 8.2.19.

Recommendations fof importation from AD free countries or zones

For offal (head, and thoeracic and abdominal viscera) of pigs or products containing pig offal

Veterinary Authorities should require the presentation of an zuternational veterinary certificate attesting that the
entire consignment of offal or products containing pig offal comes from animals which come from
establishments located in an AD free country or gone.

Article 8.2.20.

Recommendations for importation from AD provisionally free countries or zones or from AD
infected countries or zones

For offal (head, and thoracic and abdominal viscera) of pigs

Veterinary Authorities should require the presentation of an zuternational veterinary certificate attesting that the
entire consignment of offal comes from animals:

1. which have been kept in an AD free establishment since birth;

2. which have not been in contact with animals from establishments not considered free from AD during
their transport to the approved abattoir and therein.
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Article 8.2.21.

Recommendations for importation from AD provisionally free countries or zones or from AD
infected countries or zones

For products containing pig offal (head, and thoracic and abdominal viscera)
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1. either the entire consignment of offal used to prepare the products complied with the conditions
referred to in Article 8.2.20.; or

2. the products have been processed to ensure the destruction of the AD virus;and

3. the necessary precautions were taken after processing to avoid contact.of the products with any
source of AD virus.

—  Text deleted
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CHAPTER 1. 6.

PROCEDURES FOR SELF DECLARATI ON AND
FOR OFFI CI AL RECOGNI TI ON BY THE OIl E

EU position
The EU supportsthe adoption of thismodified chapter and has a comment.

Article 1.6. 1. ‘ ‘

General principles ‘ n \

Members may wish to make a self declaration as to the freedom of a countryygene or compartment from an
OIE /isted disease. The Member may inform the OIE of its claimed status and the OIE may publish the
claim. Publication does not imply endorsement of the claim. . The OIE does not publish self declaration
for bovine spongiform encephalopathy (BSE), foot and mouth disease (FMD), rinderpest, aad contagious

bovine pleuropneumonia (CBPP) and African hotse sickness (AHS).

EU comment

The OIE may publish the Member's claim for.a self declaration, but importing countries
should recognise this status even if not published by the OIE, aslong as the conditions of
therelevant chaptersarefulfilled. Thus, in order to avoid unjustified barriersto trade,
the EU asksthe OIE either to inform again its M embers of the procedures (this could be
part of an introductory chapter to the Code) or at least to add in the paragraph above
the fact that the claimed status may be published on the Ol E website.

Members may request.official r%gnition by the OIE as to:
1. the risk status of a country or gore with regard to BSE;
S
2. the freedom of a country or zone from FMD, with or without vaccination;

3. theffeedom of a country from rinderpest;

4. the freedom of a country or gone from CBPP;

[

the freedom of a country or zone from AHS.

The OIE does not grant official recognition for other diseases.
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In these cases, Members should present documentation setting out the compliance of the Veterinary Services
of the applicant country or zome with the provisions of Chapters 1.1., 3.1. and 3.2. of the Terrestrial Code
and with the provisions of the relevant disease chapters in the Terrestrial Code and the Terrestrial Manual.

When requesting official recognition of disease status, the Member should submit to the OIE Scientific
and Technical Department a dossier providing the information requested (as appropriate) in Articles 1.6.3.
(for BSE), 1.6.4. (for FMD), 1.6.5. (for rinderpest), et 1.6.6. (for CBPP) or 1.6.6. bis (for AHS).

The OIE framework for the official recognition and maintenance of disease status is described in
Resolution N°® XXII (administrative procedures) and Resolution N° XXIII (financial obligations) adopted
during the 76th General Session in May 2008.

2
Article 1.6.2. [No change] ‘ ‘

(A

Article 1.6.3. [No change]

y 4
Article 1.6.4. [No changg| >

Article 1.6.5. [No chang}
Article:1.6.6. [No.change]
\/

AN

A" Article 1.6.6.bis

Questionnaire on Af?an hotse sickness

AHS FREE COUNTRY

Reporto*g Member which applies for recognition of status, under Chapter 12.1. of
the Terrestrial Animal Health Code {2040}, as an AHS free country

4

Please a((lress concisely the following topics. National legislation, regulations and Wetetinary
Administration Veterinary Authority directives may be referred to and annexed as appropriate in one of
the OIE official languages.

1. Introduction
a.  Geographical factors. Provide a general description of the country including physical,

geographical and other factors that are relevant to AHS introduction. Provide a map identifying

the factors above.
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b.  Equine sectors. Provide a general description of the equine sectors and their relative economic
importance in the country. Outline any recent significant changes observed within the sector
grouping(s) (if relevant documents are available, please attach).

i Sport and race horses
ii.  Breeding stock equids eeuidae
iii.  Working and production equids equidae (including horses for slaughter)
iv.  Leisure equids equidae
v.  Captive wild, wild and feral equids equidae.
2. Description of equine eguid population ‘ )

a.  Demographics of domestic equids eguidae. What is the equine ulation by species
s.of ;&

within the various sectors? Provide a description of the meth al identification,
holding and individual animal registration systems if in place. How atre/they distributed (e.g.
density, etc.)? Provide tables and maps as appropriate.

b.  Wildlife demographics. What captive wild, wild or feral equids eemidae are present in the countryp

Provide estimates of population sizes and geograp i

ch{mbutlon

3. Veterinary system

a.  Legislation. Provide a list and summa‘y of aluﬂevant veterinary legislation in relation to AHS.

b.  Veterinary Services. Provide decumentation on the compliance of the Veterinary Services of the
country with the provisions of Chapters 3.1. and 3.2. of the Terestrial Code and 1.1.3. of the
Terrestrial Mannal and dicczlribe how Veterinary Services supervise and control all AHS related

activities. Provide maps and tables wherever possible.

c. Role of f eﬁrs industry, regulatory bodies, and other relevant groups in AHS
ontrol

surveillance a clude a description of training and awareness programmes on AHS).

d.  Role of private veterinary profession in AHS surveillance and control.

Provide g fo;mation on any OIE PVS evaluation of the country and follow-up steps within the

PVS Pathway

g

4.« AHS eradication

ﬁistory. Provide a description of the AHS history in the country if applicable, date of first

detection, origin of znfection, date of eradication (date of last case), and serotypes present.

b.  Strategy. Describe how AHS was controlled and eradicated (e.g. isolation of cases, stamping-out
policy, zoning), provide time frame for eradication.

c.  Vaccines and vaccination. What type of vaccine was used? What equine species were vaccinated?
Were vaccinated animals marked or was vaccination recorded in a unique identification
document?
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Legislation, organisation and implementation of the AHS eradication campaign. Provide a
description of the organizational structure at the different levels. Indicate if detailed operational

guidelines were used and give a brief summary.
Animal identification. Are equids eeuidae identified (individually or at a group level)?

Movements of equids egquidae. How are movements of equids eeuidae controlled in the
country? Provide evidence on the effectiveness of egquidae identification and movement controls
of equids. Please provide information on pastoralism, transhumance and related movements.

Leisure and competition movements of equids equidae. How are movements of competition
and leisure equids eeuidae controlled in the country. Please provide informationron systems
including any use of registration. Provide information on any events that inelude international

movements of equids equidae. ‘ ) v

Describe the market systems for equids equidae, in particul?, if n‘\rkets require the
international movement of equids eguidae. ) Y
5

AHS diagnosis

V4

Provide documentary evidence that the provisions in, Chapters 1.1:2., 1.1.3., and 2.5.1. of the

Terrestrial Mannal are applied. In particular, the following pﬁts \s\hould be addressed:

a.

Is AHS laboratory diagnosis catried out in the country? If so, provide a list of approved
laboratories. If not, provide the name(s) of and the arrangements with the laboratory(ies)

samples are sent to, the follow-up procedures and'the time frame for obtaining results.
A
Provide an overview of the AHS ap}roved’aboratories, in particular to address the following

4
e ¥
i Details on the typesQf tests.undertaken.

points:

management sy

ii.  Procedures fot the official accreditation of laboratories. Give details of internal quality
{ stems, e.g. Good Laboratory Practice, ISO that exist in, or planned for, the

laboratory system.

iii.<.. Give details of participation in inter-laboratory validation tests (ring tests).

-

iv. Deseribe biosecurity measures applied, particularly in the case where live virus is handled.

4
AHS surveillance

4

Provide documentary evidence that surveillance for AHS in the country complies with the provisions
of Articles 12.1.11. to 12.1.13. of the Terrestrial Code, and Chapter 2.5.1. of the Terrestrial Manual. In
particular, the following points should be addressed:

Clinical suspicion. What are the criteria for raising a suspicion of AHS? What is the procedure to
notify (by whom and to whom), is there a compensation system in place and what penalties are
involved for failure to report? Provide a summary table indicating, for the past 2 years, the
number of suspect cases, the number of samples tested for AHS, species, type of sample, testing
method(s) and results (including differential diagnosis).
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b.  Surveillance. Are the following undertaken?

i Serological surveillance
1. Virological surveillance
iii.  Sentinel animals

iv.  Vector surveillance.

If so, provide detailed information on the survey designs. How frequently are they conducted?
Which were the equine species included? Are wildlife species included? Provide a summary table
indicating detailed results, for at least the past 2 years. Provide details on follow-up actions taken
on all suspicious and positive results. Provide criteria for selection of populations. for. targeted
surveillance and numbers of equids eeuidae examined and samples tested. Provide ails on the
methods selected and applied for monitoring the performance of the surveillance system.

AN

\

a.  Coordination with neighbouring countries. Are there any relevant:factors about the adjacent
countries or gozes that have been taken into account (e.}s,ize, distance from adjacent border to

infected equids eeuidae)? Describe coordination, collaberation and information sharing activities
with neighbouring countries.

7. AHS prevention

A

If the AHS free country borders an infected countty or zome, describe the animal health
measures implemented to effectively prevent the introduction of the agent andfor vectors, taking
into consideration the seasonal vecor conditions and existing physical, geographical and
ecological barriers.

\V i

b.  Import control procedures
4
From what countries or zames does the country authorize the import of equids eguidae or their
products? What criteria are applied to approve such countries or gomes? What controls are

applied on entry of such equids equidae and products, and subsequent internal movement?

What imporg)ndjti& (e.g. quarantine) and test procedures are required? Are import permits
and health certificates required? What other procedures are used? Provide summary statistics of
imports, temporaty admissions or re-entry of equids equidae and their products for at least the
past 2\years, specifying country or gone of origin and volume.

L Ptoﬁa map with the number and location of ports, airports and land crossings. Is the
service responsible for import controls part of the official services, or is it an independent
‘body? If it is an independent body, describe its management structure, staffing levels and
resources, and its accountability to the Competent Authority. Describe the communication

y systems between the Competent Authority and the border inspection posts, and between
border inspection posts.

ii.  Describe the regulations, procedures, type and frequency of checks at the point of entry

into the country aadfor their final destination, concerning the import and follow-up of the
following:

- Equids Equidae,

- genetic material (semen, ova and embryos of the equine species),
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1ii.

- equine derived (by-)products and biological.

Describe the action available under legislation, and actually taken, when an illegal
introduction is detected. Provide information on detected illegal introduction.

8.  Control measures and contingency planning

a. Give details of any written guidelines, contingency plans (including information on vaccine
banks) available to the GCempetent=Authority 1eterinary Services for dealing with suspected or

confirmed cases of AHS.

b. In the event of a suspected or confirmed AHS outbreak:

1i.

iv.

vi.

vil.

is quarantine imposed on premises with suspicious cases, pending final diagnosis?
- . L >
are movement restrictions applied on suspicion?

describe the sampling and testing procedures used to identify ‘nd confv presence of the
causative agent; \

Y
describe the actions taken to control the disease situation in and around any holdings
found to be infected with AHS;

g
describe the control asdfor eradication procedutes (e.g. vatcination, modified stamping-out);

describe the procedures used to confirm that an outbreak has been successfully controlled#
or eradicated, including conditions for restocking;

give details of any compensation made available when equids equidae are killed, for disease

controlf ot eradication purposes, g

9. Compliance with the Terrestrial Code

@

a. In addition to the documentary evidence that the provisions of Article 12.1.2 are properly
implemented and supervhed, the Delegate of the country must submit a declaration stating:

.

iii.

The se?n und&paragraph 1 (of Article 12.1.2.) on the base of which the application is
made;

there has been no outbreak of AHS during the past 4224 months;

no systematte routine vaccination against AHS has been carried out during the past

12 months;

b. and that vaccinated equids eguidae were imported in accordance with Chapter 12.1.

10. Recovery of status

Countries applying for recovery of status should comply with the provisions of Article 12.1.2. of the
Terrestrial Code and provide detailed information as specified in sections 4(a), b), ¢ and 6, and highlight
any measures introduced to prevent a recurrence of the infection under section 7 of this
questionnaire. Information in relation to other sections need only be supplied if relevant.

AHS FREE ZONE
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Report of a Member which applies for recognition of status, under Chapter 12.1. of the Terrestrial Animal

Health Code {20403, as an AHS free zone

Please address concisely the following topics. National legislation, regulations and Wetetinary
Administration Veterinary Authority directives may be referred to and annexed as appropriate in one of
the OIE official languages.

1. Introduction

Geographical factors. Provide a general description of the country and the gome including
physical, geographical and other factors that are relevant to AHS introduction. Provide a map
identifying the factors above. The boundaries of the zome must be clearly defined, incl}uding a
protection gone, if applied. Provide a digitalised, geo-referenced map with a precise text description
of the geographical boundaries of the zome (and of the protection zone) established in accordance

with Chapter 4.3. ‘ \
LY

Equine sectors. Provide a general description of the equine sectors and their relative economic
importance in the country and the goze. Outline any recentsignificant changes observed within

the sector grouping(s) (if relevant documents are available, please attach).

4
i Sport and race horses

1. Breeding stock equids eguidae \
iii.  Working and production equids equidae (including horses for slaughter)

iv.  Leisure equids equidae \ ’V

v.  Captive wild, wild and feral equids eguidﬁe
%

2. Description of equine ﬂﬂ% Eopulation

a.

Demographics of domestic equids eguidae. What is the equine egquidae population by species
within the v g)us sectors in the country and the zo7e? Provide a description of the methods of

animal identification, holding and individual animal registration systems in the country and the
zone if 4nplace;, How are they distributed (e.g. density, etc.)? Provide tables and maps as
appropriate.

Wildlife Myographics What captive wild, wild or feral equids eeuaidae are present in the country
and the gom? Provide estimates of populatlon sizes and geographlc d1str1but10n %&t—afe—the

3. Veterinary system

Legislation. Provide a list and summary of all relevant veterinary legislation in relation to AHS.

Veterinary Services. Provide documentation on the compliance of the Veterinary Services of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and 1.1.3. of the
Terrestrial Mannal and describe how Veterinary Services supervise and control all AHS related
activities in the country and in the gone. Provide maps and tables wherever possible.

Role of farmers, keepers, industry, regulatory bodies, and other relevant groups in AHS
surveillance and control (include a description of training and awareness programmes on AHS).
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d.  Role of private veterinary profession in AHS surveillance and control.
AHS eradication

a.  History. Provide a description of the AHS history in the country and gore, if applicable, date of
first detection, origin of znfection, date of eradication in the zome (date of last case), and serotypes
present.

b.  Strategy. Describe how AHS was controlled and eradicated in the gome (e.g. isolation of cases,
stamping-out policy, zoning), provide time frame for eradication.

c.  Vaccines and vaccination. What type of vaccine was used in the go7e and the rest of the country?
What equine species were vaccinated? Were vaccinated animals marked or was_wvaceination
recorded in a unique identification document?

d. Legislation, organisation and implementation of the AHS eradication c‘npalgn‘ Provide a
description of the organizational structure at the different levels. Indicate if detailed operational
guidelines were used and give a brief summary. ( \\

e.  Animal identification. Are equids equidae identified (individually ot at a group level)?

f.  Movements of equids equidae. How are movements‘f equids eguidae controlled in, and
between gones of the country? Provide evidence on the effectiveness of eguidae identification of
equids and movement controls in the zore. Please provide information on pastoralism,
transhumance and related movements. i h

g. Leisure and competition movements of equids eeuidae. How are movements of competition
and leisure equids equidae controlled in the country and the zomes? Please provide information
on systems including any use of registration. Pfovide information on any events that include

international movements of equids eﬁﬂdae ;’

h.  Describe the market systems for eg%ids equidae in the country and the zores, in particular, if
markets require the international movement of equids equidae.

AHS diagnosis N

Provide documegry eviglce that the provisions in Chapters 1.1.2,, 1.1.3., and 2.5.1. of the
Terrestrial Mannal are applied 1n the country and the goze. In particular, the following points should be
addressed:

a.  Is"AHS laboratory diagnosis cartied out in the country and the zome? If so, provide a list of
approved laboratories. If not, provide the name(s) of and the arrangements with the
laboratory(ies) samples are sent to, the follow-up procedures and the time frame for obtaining

results. Indicate the laboratory(ies) where samples originating from the zoze are diagnosed.

b...Provide an overview of the AHS approved laboratories, in particular to address the following
points:

i Details on the types of tests undertaken.

ii.  Procedures for the official accreditation of laboratories. Give details of internal quality
management systems, e.g. Good Laboratory Practice, ISO that exist in, or planned for, the
laboratory system.

iii.  Give details of participation in inter-laboratory validation tests (ring tests).

iv.  Describe biosecurity measures applied, particularly in the case where live virus is handled.
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Annex XXI1V (contd)

6. AHS surveillance

Provide documentary evidence that surveillance tor AHS in the zome complies with the provisions of
Articles 12.1.11. to 12.1.13. of the Terrestrial Code, and Chapter 2.5.1. of the Terrestrial Manual. In
particular, the following points should be addressed:

a.  Clinical suspicion. What are the criteria for raising a suspicion of AHS? What is the procedure to
notify (by whom and to whom), is there a compensation system in place and what penalties are
involved for failure to report? Provide a summary table indicating, for the past 2years, the
number of suspect ¢ases, the number of samples tested for AHS, species, type of sa‘ple’, testing
method(s) and results (including differential diagnosis) from the zoze.

b.  Surveillance. Are the following undertaken? ( \\

o
1. Serological surveillance

/

1. Virological surveillance 3
iii. Sentinel animals \ -
iv. Vector surveillance.

If so, provide detailed information ofisthe survey designs. How frequently are they conducted?
Which were the equine species inclu&:dD Ate wildlife species included? Provide a summary table
indicating detailed results, for at least_the past 2 years. Provide details on follow-up actions taken
on all suspicious and positive results . Provide criteria for selection of populations for targeted
survetflance and numbers of equids equidae examined and samples tested. Provide details on the
methods selected and applied forsmonitoring the performance of the surveillance system.

7. AHS prevention ( &

a. Coordination with neighbouring countries. Are there any relevant factors about the adjacent
countties andfor gones that have been taken into account (e.g. size, distance from adjacent
border .to infected equids eguidae)? Describe coordination, collaboration and information
sharing activities with neighbouring countries and gones.

If the AHS free zome is established in an AHS infected country or borders an infected country or
infected zomes, describe the animal health measures implemented to effectively prevent the

roduction of the agent anefor vectors, taking into consideration the seasonal vector conditions
and existing physical, geographical and ecological batriers.

b. Import control procedures. From what countries or zomes does the country authorize the import
of equids eeuidae or their products into the free zoze? What criteria are applied to approve such
countries or gones? What controls are applied on entry of such equids eguidae and products, and
subsequent internal movement? What import conditions (e.g. quarantine) and test procedures
are required? Are import permits and health certificates required? What other procedures are
used? Provide summary statistics of imports, temporary admissions or re-entry of equids
equidae and their products to the free zone for at least the past 2 years, specifying country or gone
of origin and volume.
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Annex XXI1V (contd)

.

Provide a map with the number and location of ports, airports and land crossings in the
zone. Is the service responsible for import controls part of the official setvices, or is it an
independent body? If it is an independent body, describe its management structure, staffing
levels and resources, and its accountability to the Competent Authority. Describe the
communication systems between the Competent Authority and the border inspection posts,
and between border inspection posts.

Describe the regulations, procedures, type and frequency of checks at the points of entry
into the zone andfor their final destination, concerning the import and follow-up of the

following: ‘ ) N

- cquids equidae,

- genetic material (semen, ova and embryos of the equine sgecies),\

- equine derived (by-)products and biologicals.

Describe the action available under legislation, and actually taken, when an illegal

introduction into the goze is detected. Provide information on detected illegal introductions
into the zoe. A

8. Control measures and contingency planning

a. Give details of any written guidelines, contingency plans (including information on vaccine
banks) available to the Competent—Authority Leterinary Services for dealing with suspected or
confirmed cases of AHS in the country and the zone (including the protection gome if applicable).

4

b. In the event of a suspected or conﬁrm%d AHS outbreak in the zone:

1.

1ii.

iv.

Vi
-
vi

vii.

is quarantine imposa on premises with suspicious cases, pending final diagnosis?

are mo@ent r&rictions applied on suspicion?

describe the sampling and testing procedures used to identify and confirm presence of the
causative agent;

descnge the actions taken to control the disease situation in and around any holdings
found to be infected with AHS;

®
describe the control andfor eradication procedures (e.g. vaccination, modified stamping-out);

describe the procedures used to confirm that an outbreak has been successfully controlled#
ot eradicated, including conditions for restocking;

give details of any compensation made available when equids equidae are killed, for disease
controlf ot eradication purposes.

9. Compliance with the Terrestrial Code

a. In addition to the documentary evidence that the provisions of Article 12.1.2 are propetly
implemented and supervised, the Delegate of the country must submit a declaration stating:
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Annex XX1V (contd)
i, The section under paragraph 1 (of Article 12.1.2.) on the base of which the application is
made
ii.  there has been no outbreak of AHS during the past 4224 months in the zore;

ili. no systematie routine vaccination against AHS has been carried out during the past

12 months in the zome;

b. and that vaccinated equids eguidae were imported into the gore in accordance with Chapter 12.1.

10. Recovery of status ‘ ‘ ,

Countries applying for recovery of status should comply with the provioz'ons of Atticle 12.1.2. of the
Tervestrial Code and provide detailed information as specified in sections 4 (a); (b), (c) and 6 and
highlight any measures introduced to prevent a recurrence of the nfection. under Section 7 of this

questionnaire.
y 4
Article 1.6.7.

\

Questionnaire on foot and mouth disease

COUNTRY WITH AN OIE ENDORSED OFFICIAL CONTROL PROGRAMME FOR FMD

>
Report of a Member which applies for_the OIE endorsement of-statas-its official control prograpmme for EMD,

under Chapter 8.5. 0f the Terrestrial Code 2645

Please address concigy the %Iowing topics. National regulatiens laws, regulation and Veterinary
Authority Administeation directives may be referred to and annexed as appropriate in one of the OIE
official languages.

1.

2.

Introeduction

a) Geographiealfaetors: Provide a general description of geographical factors in the country and
any Zones, including physical, geographical and other factors that are relevant to FMD
dissemination, countries or ZONES sharing common borders and other countries or ZONES that,
although not adjacent, present a risk for the introduction of disease.

b) If the endorsed plan is gradually implemented to specific parts of the country, the boundaries of
the zong(s) should be clearly defined, including the protection zone, if applied. Provide a

digitalised, geo-referenced map with a precise text description of the geographical boundaries of
the zone(s).

c) Provide a general description of the livestock industry in the country and any ZOnes.

Veterinary system
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b)

d)

Legislationz: Provide a list and summary of all relevant veterinary legislation in relation to the
FMD control programme.

Veterinary Services. Provide documentation on the compliance of the eterinary Services of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and 1.1.3. of the
Terrestrial Manual and describe how the weterinary—servees Veterinary Services supervise and
control all FMD related activities in the country and any zomes. Provide maps and tables
wherever possible.

Provide a description on the involvement and the participation of industry, producers, farmers,
including subsistence and small scale producers, community animal health workers and:the role
of the private veterinary profession in FMD surveillance and control. Include a ‘desctiption of
training and awareness programmes on FMD.

4
Provide information on any OIE PVS evaluation of the country and follow&:p step! within the

PVS Pathway. ‘ \
N

3. EMD control .

2)

b)

d)

Provide a description of the FMD history in the country and any zones, including date of first
detection, origin of znfection, date of implementation of the control programme in the country and

any gones, and types and subtypes of the FMD virus pr‘nt. ‘

Describe the general epidemiology of FMD in the country and the surrounding countries ot gones
highlighting the current knowledge and gaps.

NG
t

be how FMD is controlled in the country or any gones. Submit—a—detatled—plan—on—the

Descri

ataFEHN

summary. Desetibe

Provide information on what types of vaccines are used and which species are vaccinated. Provide
information on the licensing process of the vaccines used. Describe the vaccination programme in
the, country and in any gomes, including records kept, and provide evidence to show its
effectiveness, such as {esg: vaccination coverage, population immunity, etc.}. Provide details on
the studies carried out to determine the population immunity, including the study design. Preside

aD O a t1o O t © are H

Provide a description of the methods of animal identification (at the individual or group level), berd
registration and traceability; and how the movements of animals and products are assessed and
controlled, including movement of infected awimals to slanghter. Describe the effectiveness of
animal identification and movement controls. Please provide information on pastoralism,
transhumance and related paths of movement. Describe measures to prevent introduction of the
virus from neighbouring countries or gones and through trade.
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Annex XXI1V (contd)

4, FMD sutrveillance

Provide documentary evidence on whether surveillance tor FMD in the country complies with the
provisions of Articles 8.5.42. to 8.5.47. and Article 8.5.49. of the Terrestrial Code and Chapter 2.1.5. of
the Terrestrial Manunal. In particular, the following points should be addressed:

2)

b)

d

Describe the criteria for raising a suspicion of FMD and the procedure to notify (by whom and
to whom) and what penalties are involved for failure to report.

Describe how clinical surveillance is conducted, including which levels of the livestock production
system are included in clinical surveillance, such as fesg= farms, markets, fairs, /augbthome, check
points, etcs). Provide criteria for selection of populations for targeted surveillanseand numbers of
animals examined and samples tested in diagnostic laboratories. Prfide details on the methods
applied for monitoring the performance of the surveillance system including indicators. Explain

whether serological and virological surveys are conducted afid, if soghow frequently and for

what purpose.
y 4

Provide a summary table indicating, for at least the pastitw® years, the number of samples tested
for FMD and FMDYV, species, type of sample, testing iethod(s) and results (including
differential diagnosis). Provide procedural detailsion follow-up actions taken on suspicious and
positive results.

Provide information on livestock demographics and economics, including the susceptible animal
population by species and productioi systems in the country and the zoze. Identify how many
herds, flocks, etc. of each susceptible species are in the country and how they are distributed, such
as {esg: herd density, etc=). Provide tables.and maps as appropriate.

<
Provide information on:the:.demographics and migration patterns of FMD susceptible wildlife
species, including Whichusceptible species are present in the country and any gones. Provide
estimates of population sizes and geographic distribution. Identify whether susceptible wildlife
are included in surveillance. 1dentify the measures in place to prevent contact between domestic

and susceptible wildlife.

Identify the livestock slaughter, marketing and collection centres. Provide information on the
patterns @Vestock movement within the country, including how animals are transported and
handled during these transactions.

5... EMD laboratory diagnosis

Provfge documentary evidence that the provisions in Chapters 1.1.2., 1.1.3. and 2.1.5. of the Terrestrial
Manual are applied. In particular, the following points should be addressed:

)

Is FMD laboratory diagnosis carried out in the country? If so, provide a list of laboratories
approved by the competent authority to diagnose FMD. If not, provide the name(s) of and the
arrangements with the laboratory(ies) samples are sent to, the follow-up procedures and the
time frame for obtaining results. If applicable, indicate the laboratory(ies) where samples
originating from any gone are diagnosed. Is there regular submission of samples from the
country ot gone to a laboratory that cartries out diagnosis and further characterisation of strains in
accordance with the standards and methods described in the Terrestrial Mannal?
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Annex XXI1V (contd)

b) Provide an overview of the FMD approved laboratories, in particular to address the following
points:

i)  Procedures for the official accreditation of laboratories. Give details of internal quality
management systems, e.g. Good Laboratory Practice, ISO, etc. that exist in, or are planned
for, the laboratory system.

i)  Give details on participation in inter-laboratory validation tests (ring tests).

4
iif)  Is live virus handled? ‘ ‘

iv) Biosecurity measures applied.

PP ( AN
v)  Details of the type of tests undertaken. \
6. EMD prevention y 4
4

Describe the procedures in place to prevent the introduction of FMD into the country. In particular

provide details on:

2)

h

Coordination with neighbouring countries, trading partners and other countries within the same
region. Identify relevant factors about the adjacent countries and zozes that should be taken into
account_such as fesg: size, distance from adjacent borders to affected herds ot animals, surveillance
carried in adjacent countries}. Desctibe c@ination, collaboration and information sharing
activities with neighbouring countries and zomes. Describe the measures implemented to
effectively prevent the imtroduction of the agent, taking into consideration physical or
geographical batriers. Deseribe the measures implemented to prevent the propagation of the
agent within the countryﬂr zone and through trade.

What measures are taken to limit access of susceptible domestic, feral and wild animals to waste

roducts of animal origin? Are there controls in place for the feeding of swill containing animal
products to@gs? If so 1Erovide information on the extent of the practice, and describe controls
and surverllance measures.

Provide inf