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

Dear Director General,
Please find here attached:

- the comments of the EU on the report of the September 2014 meeting of the OIE Terrestrial
Animal Health Standards Commission, for consideration at its next meeting in February 2015;

- the comments of the EU on the report of the September/October 2014 meeting of the OIE
Aquatic Animal Health Standards Commission, for consideration at its next meeting in
February 2015;

- the comments of the EU on the report of the September 2014 meeting of the OIE Biological
Standards Commission; and

- the comments of the EU on the draft chapters of the OIE Manual of Diagnostic Tests and
Vaccines for Terrestrial Animals, submitted for Member comments in October 2014.

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

Yours sincerely,

Maris Balodis Bernard Van Goethem
CVO and OIE Delegate Director for Veterinary and International affairs
Latvia European Commission, DG Health and Food Safety
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Copy: All Directors / Chief Veterinary Officers of the EU 28 and Iceland, Liechtenstein,
Norway, Switzerland, and Montenegro, fYROM, Serbia and Turkey.

Dr B. Vallat

Director General

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

75017 Paris

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

Paris, 9-18 September 2014

EU comments

The EU would liketo commend the OIE for itswork and thank in particular the Code
Commission for having taken into consideration EU comments on the Terrestrial Code
submitted previously.

A number of general commentson thisreport of the September 2014 meeting of the Code
Commission areinserted in the text below, while specific commentsareinserted in the text of
the respective annexes of thereport.

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

The OIE Terrestrial Animal Health Standards Commission (the Code Commission) met at the OIE Headquarters in
Paris from 9 to 18 September, 2014. The list of participants is attached as Annex I.

The Code Commission thanked the following Member Countries for providing written comments on draft texts
circulated after the Commission’s February meeting: Argentina, Australia, Bangladesh, Canada, Chile, China, Chinese
Taipei, Ecuador, Guatemala, Japan, Mexico, New Zealand, Norway, South Africa, Switzerland, Thailand, the United
States of America (USA), Uruguay, the Member States of the European Union (EU), the African Union—Interafrican
Bureau for Animal Resources (AU-IBAR) on behalf of OIE Delegates of Africa. Comments were also received from
the International Coalition for Farm Animal Welfare (ICFAW) and International Dairy Federation (IDF).

The Code Commission reviewed Member Countries’ comments that had been submitted by 8 August 2014 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 ‘strikethreugh> and may be found in the Annexes to the report.
In Annexes XII and XVI, amendments made at the September 2014 meeting are highlighted with a coloured
background in order to distinguish them from those made previously. The Code Commission considered all Member
Countries’ comments. However, because of the very large volume of work, the Commission was not able to draft a
detailed explanation of the reasons for accepting or not every comment 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. The Commission also draws the attention of Member Countries to those
instances where the Scientific Commission for Animal Diseases (the Scientific Commission) has addressed Member
Countries’ comments and proposed amendments. In such cases the rationale for such amendments is described in the
Scientific Commission’s report and the Code Commission encourages Member Countries to review this report together
with those of the Scientific Commission and ad hoc groups.

Member Countries should note that texts in Part A of this report are presented for comment, and that all comments
received will be addressed during the Commission’s meeting in February 2015. The reports of meetings (Working
Groups and ad hoc Groups) and other related documents are attached for information in Part B of this report.

The Code Commission again strongly encourages Member Countries to participate in the development of the OIE’s
international standards by submitting comments on this report, and prepare to participate in the process of adoption at
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the General Session. Comments should be submitted as specific proposed text changes, supported by a structured
rationale. Proposed deletions should be indicated in ‘strikethreugh’ 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 9" January 2015 to be considered at the February 2015
meeting of the Code Commission. All comments should be sent to the OIE International Trade Department at:
trade.dept@oie.int.

A. MEETING WITH THE DIRECTOR GENERAL

The Code Commission met Dr Bernard Vallat, Director General of the OIE, and Dr Brian Evans, Deputy Director
General (Animal Health, Veterinary Public Health, International Standards) on 10 September 2014 to discuss key topics
on the current meeting agenda, and future work requests.

Dr Vallat welcomed the Code Commission members and thanked them for their support and commitment to achieving
OIE objectives.

Key topics on the current agenda that were discussed included the removal of references to “appropriate level of
protection” from the Code, except in Chapter 5.3. which directly refers to the WTO SPS Agreement, from where this
term originates, review of the OIE disease listing criteria, and development of a definition for safe commodities to
highlight inappropriate use of unwarranted sanitary measures for OIE listed diseases. The Code Commission also
expressed its commitment to give highest priority to the completion of the draft revised chapter on FMD, followed by
the chapter on Brucella, animal welfare and dairy cattle production systems, glanders and high health status horse
subpopulation. Requests for new work, which were discussed included a review of the current Code chapter on
theileriosis, and requests to develop animal health and welfare standards for reptiles.

Dr Evans discussed the work he is leading with the OIE Council to improve Delegates’ knowledge of the competencies
and commitments expected from members of the Specialist Commissions, ahead of the next elections in May 2015.

B. ADOPTION OF THE AGENDA

The adopted agenda of the meeting is attached as Annex II.

C. REPORT ON THE JOINT MEETING OF THE CODE COMMISSION AND
THE SCIENTIFIC COMMISSION (16th September)

The Code Commission and the Scientific Commission met on 16th September to discuss issues of mutual interest. The
minutes of this joint meeting are attached as Annex III.

D. EXAMINATION OF MEMBER COUNTRY COMMENTS AND
WORK OF RELEVANT EXPERT GROUPS

Item1. General commentsof Member Countries
General comments were received from Australia, Bangladesh, Japan, New Zealand and South Africa.

Under this item, the Code Commission noted Member Countries’ endorsement of the proposals in the report
of the February 2014 meeting.

They discussed the italicisation of the word “animal” throughout the Code, and agreed that italics should only
be used when the term is being used according to the full meaning of the glossary definition, that is
“mammal, bird or bee”.

EU comment
The EU agrees with the Code Commission.

The Code Commission endorsed Member Countries’ comments requesting that the two-year cycle of new
standard development should be followed whenever possible. In circumstances where urgency is required,
this will be noted in the relevant Code Commission report, along with an explanation for the urgency. For
regular updates of the Code Member Countries should have at least two opportunities for comments.
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‘ EU comment

| The EU thanksthe OIE Code Commission for having taken its commentsinto account.

Item 2.

In response to a Member Country’s request for consistency between chapters, the Code Commission noted
that this is an ongoing process. Given that all changes must be adopted by the World Assembly of Delegates,
consequential changes for consistency may only be proposed after the text initiating those consequential
changes has been adopted by the World Assembly.

In response to a Member Country’s comment on the evolution of the meaning of country freedom throughout
the Code, the Code Commission noted that the drivers of this evolution are Member Countries’ suggestions
and direction, rather than primarily from the Code Commission itself.

The Code Commission agreed with a Member Country’s comment that the Wildlife Working Group should
continue to examine the epidemiological role of wildlife in relevant chapters to the extent possible. It also
noted that the rationale for the many approaches to all Code Chapter standards is contained in the relevant ad
hoc group reports, and recommended Member Countries refer back to those reports whenever they wish to
understand the rationale behind the text of any Code Chapter.

A Member Country’s request for examination of the implications of a recently published study demonstrating
subclinical infection with African horse sickness virus in vaccinated horses was referred to the Scientific
Commission.

In response to an expert’s comments highlighting the challenges of managing East Coast fever and the
emergence of the Ikeda strain of Theileria orientalis in Oceania, the Code Commission requested the
Director General to convene an ad hoc group including experts from Africa and Oceania to review the
current Code chapter on theileriosis.

Horizontal issues
a) User'sguide
Comments were received from Argentina, Australia, EU, New Zealand, South Africa, and AU-IBAR.

In response to discussion at the 82nd General Session and Member Country comment, the Code
Commission further modified text proposed for the User’s guide on how the absence of OIE disease-
specific recommendations should be interpreted.

In response to a Member Country’s comments seeking reference to the Agreement on the Application of
Sanitary and Phytosanitary Measures of the World Trade Organization (WTO), the Code Commission
noted that reference to WTO is not appropriate in the User’s Guide for the OIE Terrestrial Code, which
is independent of WTO.

The Commission accepted a Member Country’s suggestion to reword Section B point 7 to improve
clarity.

In response to Member Countries’ comments the Code Commission developed a definition of “safe
commodity”. Once this definition is adopted, the Code Commission will ensure the use of this term
throughout the Code as chapters are reviewed or new ones are drafted.

The Code Commission made additional changes to improve harmonisation between the Terrestrial and
Aquatic Animal Health Codes where appropriate.

The revised User’s guide is attached as Annex IV for Member Countries’ comments.

EU comment

The EU thanksthe OIE and in general supportsthe proposed changesto the user’s guide.
Specific commentsareinserted in thetext of Annex 1V.
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b) General obligationsrelated to certification (Chapter 5.1.)
Comments were received from EU, Japan and South Africa.
In response to Member Countries’ comments the Code Commission amended Article 5.1.2. points 1 and
2 to avoid use of the term “appropriate level of protection” in the Code except when directly referring to

the SPS Agreement, and to replace the phrase “more trade restrictive” with “stricter”.

The revised Chapter 5.1. is attached as Annex V for Member Countries’ comments.

EU comment

The EU thanks the OIE for having taken some of its comments into consideration and in
general supportsthe proposed changes to this chapter. One comment isinserted in the text of
Annex V.

Item 3

Glossary
Comments were received from EU and New Zealand.

The Code Commission accepted a Member Country’s suggestion to revise the definition of disease to include
“infestation”.

In response to Member Countries’ comments, the Code Commission amended the definition of stamping-out
policy to improve clarity, include relevant Terrestrial Code cross references, and incorporate reference to the
term “ modified stamping out” . If adopted, some consequential changes in the Code will follow, and some
may require more reflection the way these terms are used with respect to contingency plans and outbreak
management.

The Code Commission discussed a Member Country’s suggestion to include a definition of natural “casings”
in the glossary, and agreed to postpone discussion on this subject until February when further information
from relevant stakeholders and experts is expected to be available.

In response to a Member Country’s suggestion, the Code Commission developed a definition of
“biosecurity” for use throughout the Code.

The Code Commission reviewed the use of the defined term “hazard identification” , and observed use of this
term is inconsistent within the Code. Further, it concluded that the current definition of hazard identification
adds little to the existing definition of hazard and could therefore be deleted from the glossary. Moreover
several definitions relating to risk analysis were modified in order to give them broader application, while
Chapter 2.1. will remain as strictly dealing with imports.

The Code Commission agreed that the qualification “within the territory of an importing country” in the
definition of risk assessment, is unnecessary, and deleted those words to allow more generic use of the term
risk assessment (e.g. in reference to development of antimicrobial resistance).

As discussed under item 2a, the Code Commission developed a definition for “safe commodity” for Member
Countries’ consideration as follows:

Safe commodity means a commodity which, in the form normally traded, is considered safe for trade
with respect to a listed disease, infection or infestation, without the need for specific risk mitigation
measures against the listed disease, and regardless of the status of the country or zone of origin for
that disease.

The revised Glossary is attached as Annex VI for Member Countries comments.

EU comment

The EU thanks the OIE for having taken some of its comments into consideration and in
general supports most of the proposed changes to the glossary, in particular the new
definition of biosecurity. Specific commentsareinserted in the text of Annex VI regarding the
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definitions of " safe commodity" and " stamping-out policy", which the EU cannot support as
proposed, as well as an additional comment on the definitions of " Veterinary Services' and
"Veterinary Authorities'.

Iltem 4

Criteriafor listing diseases (Chapter 1.2.)
Comments were received from Argentina and Japan.

The Code Commission recalled that the decision to delist swine vesicular disease and vesicular stomatitis
was proposed by the Code Commission in 2012 after an ad hoc group had evaluated these disease against the
criteria for listing in Article 1.2.2. However, they were retained “under study” in 2013 to provide Member
Countries another chance to develop a rationale for retention of these diseases on the OIE list according to
the criteria in Article 1.2.2. Finally the two diseases were delisted in 2014 as no adequate rationale for
retention was received.

In response to a Member Country’s request for listing of Schmallenberg virus, the Code Commission recalled
that the OIE had already convened an ad hoc group to evaluate Schmallenberg virus against the disease
listing criteria. This ad hoc group concluded that Schmallenberg virus does not meet the listing criteria, and
that if Schmallenberg virus were to be listed all viruses of the Simbu group should also be listed. (See ad hoc
group meeting report included in the February 2014 report of the Scientific Commission.) The Code
Commission also disagreed with a Member Country’s assertion that serologic response alone is a factor to be
considered in the assessment of morbidity.

EU comment

The EU fully agreeswith the assessment of the OlE Code Commission.

Item5 Import risk analysis (Chapter 2.1.)
Comments were received from Australia, EU and Japan.
In response to Member Countries’ request for further explanation of the changes made and adopted during
the 82nd General Session, the Code Commission explained that the changes adopted were designed to
remove text that is not directly pertinent to an import risk analysis, and remove reference to “appropriate
level of protection” from the principles and components of risk management as this term had already been
included in Chapter 5.3.
The Code Commission did not accept Member Countries’ suggestion to expand the chapter title as it
considered this unnecessary and noted that the current title accurately reflects the content of this chapter.
Iltem6  Evaluation of Veterinary Services (Chapter 3.2.)
The Code Commission reviewed recommendations from the Animal Welfare Working Group to
appropriately reference animal welfare in a number of places in this chapter (as proposed at the February
2014 meeting of the Code Commission).
The revised Chapter 3.2. is attached as Annex VII for Member Countries comments.
EU comment

The EU thanks the OIE for its work and for taking many of the EU comments into
consideration. We can in general agree to the changes made in this chapter. We do
nevertheless have a few comments asindicated in the text of Annex VI1.

Item 7

Semen and embryos
a) Collection and processing of bovine, small ruminant and por cine semen (Chapter 4.6)
At the request of the OIE Headquarters, the Code Commission reviewed and refined the cross

references to relevant articles in the new chapter on Infection with Brucella abortus, B. melitensis and
B.suis in Chapter 4.6.
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The revised Chapter 4.6. is attached as Annex VIII for Member Countries comments.

EU comment

The EU in general supportsthe proposed changesto this chapter in relation to the recent
adoption of the new Brucella spp. chapter. However, some important commentsareinserted
in thetext of Annex VI11. Indeed, the OIE may wish to review this chapter more thoroughly
for consistency.

b) Coallection and processing of in vivo derived embryos from livestock and equids (Chapter 4.7.)

Comments were received from EU.

In response to Member Countries’ comments, the Code Commission deleted the word “listed” from the
introductory text of Article 4.7.14., since not all the diseases and pathogenic agents referred to are OIE
listed diseases. The Code Commission also agreed with Member Countries’ suggestion to align the
names of diseases in this chapter to the nomenclature used in Chapter 1.2. Where the reference is made
to a pathogenic agent that is not one of a listed disease the agent name remains.

The Code Commission harmonised the use of the terms embryo, oocyte and ova throughout this chapter
on the recommendation of an expert. The expert advised that reference should be made to embryos only
in the context of the Terrestrial Code except in the case there is particular reason for otherwise, since no
scientific data available on oocyte-pathogen interaction. Similar revision of other chapters will be made
as needed when they are next reviewed.

The revised Chapter 4.7. is attached as Annex IX for Member Countries’ comments.

EU comment

The EU thanksthe OIE and supportsthe proposed changesto this chapter.

Item8  Certification procedures (Chapter 5.2.)
Comments were received from EU.
The Code Commission accepted Member Countries’ suggestions to replace the word “documentation” with
“exchange of data” in the introductory clause of Article 5.2.4. point 1, to amend the reference for guidance on
electronic certification in Article 5.2.4. point 1b, and to introduce a new point l1¢ on secure methods of
electronic data exchange.
The revised Chapter 5.2. is attached as Annex X for Member Countries’ comments.

EU comment

The EU thanksthe OIE and supportsthe proposed changesto this chapter.

Item 9

Prevention detection and control of Salmonellain poultry (Chapter 6.5.)
Comments were received from EU

The Code Commission accepted Member Countries’ suggestion to add new text to Article 6.5.5. point 3 on
protecting treated feed from recontamination.

The Code Commission also accepted Member Countries’ suggestion to change Article 6.5.8. point 5 from
“new and clean containers” to “new or clean containers” to recognise the practice of reusing containers.

The revised chapter is appended as Annex XI for Member Countries’ comments.

EU comment
The EU thanksthe OIE and supportsthe proposed changesto this chapter.
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Item 10 Antimicrobial resistance
a) Responsibleand prudent use of antimicraobial agentsin veterinary medicine (Chapter 6.9.)
Comments were received from USA.

The Code Commission did not accept the requests to change Article 6.9.3. point 10b, Article 6.9.5.
point 1, Article 6.9.7. point 2b, and Article 6.9.8. point 1 because the suggested changes are counter to
the intent of the chapter.

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

Comments were received from EU and USA.

The Code Commission requested that the Director General seek expert advice on a Member Country’s
suggestion to revert to the original text proposed for Article 6.10.1. point 1, rather than accept the
alternative language (kept under study) proposed by Member Countries during the 82" General Session.

Item 11 Animal welfare
a) Draft new chapter on animal welfare and dairy cattle production systems (Draft Chapter 7.X.)

Comments were received from Argentina, Australia, Canada, Chile, China, Ecuador, EU, Japan,
Mexico, New Zealand, Norway, Switzerland, Uruguay, USA, AU-IBAR, ICFAW and IDF.

The Code Commission acknowledged the Member Country and non-governmental organisations
(NGO) participation and contribution of suggestions and comments on this draft chapter. All comments
were examined. Unfortunately many of the comments provided had no supporting rationale which made
them difficult to evaluate. Comments with no supporting rationale or obvious logic were not accepted.
Similarly, suggestions previously not accepted were not considered. Member Countries are reminded
once again to provide supporting rationale for all changes proposed.

The Code Commission refers Member Countries and NGOs to the ad hoc group report for detailed
responses to comments and suggestions received, and reminds Member Countries that bibliographic
references included in the draft chapter will be removed when the chapter is adopted and, therefore,
proposed addition references were not accepted.

The Code Commission noted that some of the requests for additional detail to be included in the chapter
were overly prescriptive, or could not be accurately assessed and were therefore inappropriate for
inclusion. Where contradictory suggestions from different Member Countries were received, the Code
Commission applied its judgement to select or develop the most appropriate language.

The Code Commission noted and supported a Member Country’s request for refinement of the structure
of current and future animal welfare chapters to ensure shorter articles that are easier for users to search
and refer to.

The Code Commission did not accept Member Countries’ suggestion that cattle kept in extensive
pastoral systems should be excluded from the chapter, and noted that the ad hoc group had carefully
structured the draft chapter to include all commercial dairy production systems.

The Code Commission noted a Member Country’s request to restructure this draft chapter by subdivide
lengthy articles, along with the adopted chapters on animal welfare in beef and broiler production
systems, and referred this to OIE Headquarters for consideration.

The Code Commission noted a number of NGO and Member Countries requests for additional criteria
(or measurables) and specific examples in the indicative lists of examples given for each indicator. In
general these requests were declined since the indicators do not have global applicability and are
expected to be used and adapted according to the different situations in which dairy cattle are managed.
Similarly the examples of parameters that could be measured for each indicator are provided for
illustrative purposes only. It is not practical to provide an exhaustive list of examples for each indicator.
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Several Member Countries suggested culling rates could be subsumed under mortality rates, but both
the ad hoc group and the Code Commission are clear that culling rates are different from mortality
rates. Culling rates in dairy herds are in general much higher than in beef herds, and high culling rates
are often an indicator of animal welfare problems.

Several Member Countries also questioned the link between lighting and locomotory behaviours. Both
the ad hoc group and the Code Commission are clear that suboptimal lighting often results in abnormal
locomotory behaviours in the form of baulking and inadvertent stumbling into unseen fixed objects.

In response to a Member Country’s request to align the text of this chapter on identification in
Article 7.X.5. point 2m (iii) with the text on the same subject in Chapter 7.9., the Code Commission
considered it would be more appropriate to align the relevant text in Chapter 7.9. with the text in this
chapter, once adopted.

Similarly, in response to a Member Country’s request to delete Article 7.X.5. point p on disaster
management and leave this subject to be addressed by whatever means the ad hoc Group on Disaster
Management proposes, the Code Commission considered that the current text proposed for this chapter
should be retained, and reviewed when the ad hoc Group on Disaster Management have completed its
work.

Throughout the chapter the Code Commission also made a number of editorial changes to make the text
more concise, to improve syntax and clarity, and to correct grammar. Several corrections limited to the

Spanish version were also required.

The revised Chapter 7.X. is attached as Annex XII for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work and for taking many of the EU comments into
consideration. We can in general agree to the changes made in this chapter. We do
nevertheless still have some comments asindicated in the text of Annex XI1.

b) Member Country commentson existing chapters (Chapter 7.10.)

At the request of the Code Commission the Animal Welfare Working Group revised point 2b of
Article 7.10.4. on lighting to take account of a Member Country’s and NGO’s comments.

The Code Commission did not accept a Member Country’s request to reduce the threshold of acceptable
ammonia concentration in Article 7.10.4. point 2c in the absence of sufficient supporting evidence.

The revised Chapter 7.10. is attached as Annex XIII for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work and can in general agree to the changes made in this
chapter. We do however still have concernsrelated to Article 7.10.4.(2)(k) as indicated in the
text of Annex XII1. We have also understood that the two sentences proposed by the EU for
thisarticle aligning it with the beef cattle and dairy cattle chapters have not been considered.
This since the OI E consider s the adoption of the dairy cattle chapter essential before ensuring
consistency throughout the welfare chapters.

¢) Report of the meeting of the ad hoc Group on Disaster Risk Reduction and Management in
Relation to Animal Health and Welfare and Veterinary Public Health

The Code Commission reviewed and endorsed the report of the ad hoc group meeting held on
15-17 April 2014. The Code Commission noted that though having developed a draft guideline
document on disaster management and risk reduction in relation to animal health and welfare and
veterinary public health, the ad hoc group considered that more work needs to be done before
circulating the draft document for Member Countries’ comments.
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The report of the meeting of the ad hoc group is attached as Annex XXV for Member Country
information.

d) Report of the meeting of the ad hoc Group on Welfare of Working Equids
The Code Commission noted the report of the ad hoc group meeting held on 17-19 June 2014.

The Code Commission reviewed the draft Chapter 7.X. developed by the ad hoc Group on Welfare of
Working Equids and edited it to align with established Code presentation and format.

Noting a Member Country’s request to refine the structure of animal welfare chapters to ensure shorter
articles that are easier for users to search and refer to, the Code Commission split the recommendations
into articles topic by topic.

The Code Commission also reviewed the draft amendments in Chapters 3.4. (Veterinary legislation) and
7.1. (Introduction to the Recommendations for Animal Welfare), which the ad hoc group proposed in
association with the newly developed draft chapter on animal welfare of working equids.

The proposed draft Chapter 7.X. together with revised Chapters 3.4. and 7.1. is attached as Annex XIV
for Member Countries’ comments.

EU comment

The EU thanksthe OIE for itswork on this new chapter, which we can in general support.
We do nevertheless have specific comments asindicated in the text of Annex X1V.

The report of the meeting of the ad hoc group is attached as Annex XXVI for Member Countries’
information.

€) Report of the meeting of the Working Group on Animal welfare

The Code Commission reviewed and endorsed the report of the Working Group meeting held on 24-26
June 2014.

The report of the Working Group is attached as Annex XXVII for Member Countries’ information.
Item 12 Infection with Taenia solium (Draft Chapter X.X.)

Comments were received from Argentina, Australia, Canada, Chile, China, Chinese Taipei, EU, Japan, New
Zealand, Norway, Switzerland, USA, and AU-IBAR on behalf of the OIE Delegates of Africa.

The Code Commission made small editorial changes through this chapter to remove unnecessary words, and
improve syntax and clarity.

In response to a Member Country’s comment the Code Commission revised the term “human carrier” to
“human tapeworm carrier” in Articles X.X.1. and X.X.3.

The Code Commission also accepted a Member Country’s proposal to add text to Article X.X.1. to further
clarify that humans are susceptible to infection with T. solium eggs from human faeces, and that T. solium is
a zoonotic parasitic infection of pigs.

The Code Commission did not accept a Member Country’s suggestion to replace “hygiene” with
“manufacturing practices” in Article X.X.1., as it considered this too restrictive.

The Code Commission did not accept either a Member Country’s suggestion that the whole Article X.X.3.
point 2b should be considered within the purview of the Codex Alimentarius Commission.

In response to Member Countries’ suggestions the Code Commission inserted a new point to Article X.X.5.
point 3 to recognise that many countries, zones or compartments are demonstrably free from T. solium.
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In response to Member Countries’ comments, the Code Commission corrected the temperature for heat
inactivation in point 1 of Article X.X.6. to 80°C based on the WHO/FAO/OIE Guidelines for the
surveillance, prevention and control of taeniosis/cysticercosis (http://www.oie.int/ged/D11245.pdf).

The proposed draft Chapter X.X. is attached as Annex XV for Member Countries’ comments.

EU comment
The EU thanksthe OIE and supportsthe proposed changesto this chapter.

Item 13 Foot and mouth disease (Chapters8.7. and 1.6.)

An unprecedented number of comments were received from Member Countries on this draft chapter. To
adequately address these comments two ad hoc group meetings, several internal OIE working sessions and
several reviews by the Scientific Commission and the Code Commission were required since the last
circulation of the revised chapter.

The rationale for the major revisions to these chapters is contained in the reports of the Scientific
Commission and the ad hoc group commissioned to review these chapters. The revised draft chapter received
from the Scientific Commission was reviewed and extensively edited by the Code Commission to align with
established Code chapter structure and format.

Member Countries requested the consistent use of numerals for time periods given throughout the Code. The
Code Commission has adopted the convention that numbers from one to nine will be presented in words,
while numbers from 10 onwards will be presented as numerals.

The Code Commission supported Member Countries’ suggestion to move some sections on surveillance to
the Manual, and referred this matter to the Biological Standards Commission to address.

In response to a Member Country’s request for additional definitions of “emergency vaccination”, and
“systematic vaccination”, the Code Commission considered this request to be part of a broader issue on
vaccination to be addressed in the future, probably by development of a specific chapter on vaccination.

The Code Commission did not accept Member Countries’ request to replace “post mortem” with “post
slaughter” as inconsistent with standard Code usage.

The Code Commission accepted in principle a Member Country’s suggestion to revert to the previous
definition of FMD virus infection, and made further minor amendments to the definition to improve clarity.

The Code Commission reworded multiple points in Articles 8.7.2., 8.7.3., 8.7.4., 8.7.5., and 8.7.6. in
response to comments received from a number of Member Countries.

The Code Commission revised Article 8.7.4. and deleted the option of compartment free with vaccination
because FMD vaccination within a compartment would be incompatible with the biosecurity requirements to
establish a FMD free compartment.

In response to a Member Country’s question the Code Commission noted that the OIE does not grant official
disease status for compartments, which is why they are not included in Article 1.6.1., and confirmed that a
protection zone is not a necessary requirement around a containment zone.

The Code Commission did not accept a Member Country’s suggestion to include specific reference to
historical freedom in Article 8.7.40. on the grounds that historical freedom for FMD is adequately dealt with
in Article 1.4.6., which applies horizontally to all diseases unless specified otherwise in the disease-specific
chapters.

To facilitate the examination of this new version, despite the extensive changes, the Code Commission
provides the revised chapter also in a clean format.

The revised Chapters 8.7. and 1.6. are attached as Annex XVI for Member Countries’ comments.

EU comment
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The EU thanks the OIE for having taken most of its comments into consideration and in
general supports the proposed changes to this chapter. Some comments are inserted in the
text of Annex XVI.

Item 14 Infection with Rift valley fever virus (Chapter 8.13.)
Comments were received from EU.

In response to Member Countries’ comments the Code Commission reworded point 6¢ of Article 8.13.1. that
previously referred to “low level virus activity” to improve clarity.

Member Countries’ request for additional non-specified text on protection from vector attack in
Article 8.13.6. was not accepted as the ad hoc group advised that the additional measures are not practically
applicable in this case.

The revised Chapter 8.12. is attached as Annex XVII for Member Countries’ comments.

‘ EU comment

| The EU thanksthe OIE and supportsthe proposed changesto thischapter.

Item 15. Infection with Brucella abortus, B. melitensisand B. suis (Chapter 8.4.)
Comments were received from Australia, EU and USA.

In response to a Member Country’s concern on the implications of the single chapter for three species on
country health status recognition, the Code Commission noted that the articles in this chapter identify the
requirements for freedom by host population, rather than as previously by Brucella species.

The Code Commission accepted Member Countries’ suggestion to replace the words “identified in” with
“isolated from” in Article 8.4.1. point 5a.

The Code Commission did not accept Member Countries’ suggestion to remove “in animals” from
Article 8.4.3. point 1, because the notification obligation applies to all the species listed in Article 8.4.1. to
enable recognition of freedom in specific categories of animals.

In response to a Member Country’s comment the Code Commission clarified that historical freedom can be
claimed in an animal category when there is no history of infection of that animal category with any of the
three listed species of Brucella.

The Code Commission did not accept Member Countries’ suggestion for replacing Article 8.4.4. point 1d
with an alternate point in Article 8.4.4. point 2 as unnecessary change.

The Code Commission did not accept a Member Country’s suggestion to include Brucella species names in
the headings of Articles 8.4.4., 8.4.5., 8.4.6. and 8.4.7., as that incorrectly assumes that the host range of each
Brucella species is restricted to the single host species specified in each of those articles. As the ad hoc group
stated in their report, experts question whether these three species are, indeed, distinct species.

In response to a Member Country’s request for advice on how Member Countries could demonstrate freedom
from infections with Brucella in pigs in compartments, zones and countries the Code Commission recalled
the ad hoc group advice that surveillance tools are not yet adequate to demonstrate zone freedom from
Brucella in pigs. Furthermore as stated in the User’s Guide, this does not preclude the possibility for a
Member Country to substantiate a claim of freedom.

The Code Commission agreed with a Member Country’s suggestion to insert the word “and” between
Article 8.4.13. points 3 b and c.

The Code Commission did not accept a Member Country’s request to make a new point 5 in Article 8.4.13.,
since the text proposed is already covered (as for example in Article 8.4.4. point 3).
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A Member Country’s request for updating cross references between Chapter 8.4. and Chapters 4.6., 4.7., 4.8.
and 4.9. has been addressed in the 2014 edition of the Code and further modifications were proposed to these
chapters (see item seven).

The revised Chapter 8.4. is attached as Annex XVIII for Member Countries’ comments.

EU comment

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

Item 16

I nfection with avian influenza viruses (Chapter 10.4.)
Comments were received from New Zealand.

The Code Commission accepted a Member Country’s suggestion to amend Article 10.4.29. so that it aligns
surveillance recommendations with the less prescriptive text used for the similar point in Article 10.9.24.
point 1 (Infection with Newcastle disease virus).

The revised Chapter 10.4. is attached as Annex XIX for Member Countries’ comments.

EU comment

The EU in general supportsthe proposed changesto thischapter. A comment isinserted in
the text of Annex XIX.

Item 17 Equine diseases

a) Glanders(Chapter 12.10.)

The Code Commission reviewed and extensively revised the draft chapter received from the Scientific
Commission to align with established Code chapter structure and format.

The draft article on restricted movements proposed by the ad hoc group was removed, as this topic will be
addressed when the biosecurity protocols for equine diseases in high health status horse subpopulations are
developed.

Since the proposed new chapter is significantly different from the current chapter, the proposed revision is
provided as clean text. The revised Chapter 12.10. is attached as Annex XX for Member Countries’
comments.

EU comment

The EU in general supports the proposed changes to this chapter. However, some important
commentsareinserted in thetext of Annex XX.

b) High health status hor se subpopulation (Chapter 4.16.)

Comments were received from Australia and EU.

In response to comments from Member Countries at the 82" General Session, the Scientific Commission and
the ad hoc group, the Code Commission developed a definition of a high health status (HHS) horse
subpopulation, and revised the definition of a high health high performance (HHP) horse developed by the ad
hoc group and added both these definitions to Article 4.16.1.

The Code Commission also added new text to Article 4.16.2. point 3a that foresees the future adoption of a
model of international veterinary certificate for HHP horses.

In response to Member Countries’ suggestions the Code Commission replaced the words “not included” with
“excluded from” in the final clause of Article 4.16.1.

Similarly in response to Member Countries’ suggestions it made several wording changes in Articles 4.16.2.
and 4.16.3. to improve clarity.

The Code Commission noted Member Countries suggested text for a new point e in Article 4.16.2. point 3
and retained this comment for future consideration. In doing so, the Code Commission draws Member
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Countries attention to the model Veterinary Certificate included as Appendix IV of the Report of the meeting
of the OIE ad hoc Group on International Horse Movement for Equestrian Sport. Member Countries are
strongly encouraged to read this ad hoc group meeting report and all attached annexes for full explanation of
the ongoing development of this chapter, and to provide comments.

The revised Chapter 4.16. and the report of the ad hoc group are attached as Annex XXI and Annex XXII for
Member Countries’ comments.

EU comment

The EU thanks the OIE for having taken most of its comments on Chapter 4.16. into
consideration and in general supports the proposed changes to this chapter. Specific
commentsareinserted in the text of Annex XXI.

Asregardsthe Annex XXII E, the EU commendsthe OIE and itsad hoc group and in general
supportsthe proposed model veterinary certificate. Some comments areinserted in the text of
Annex XXII E.

Item 18. Infection with porcinereproductive and respiratory syndrome (Chapter 15.X.)
The Code Commission examined the draft chapter and is waiting for further expert advice before proceeding.
Item 19 Report of the meeting of the ad hoc Group on Salmonellosisin Pigs

The Code Commission reviewed the draft chapter prepared by the ad hoc group. The Code Commission
revised the article structure to align with established Code format, and made minor edits to improve clarity.

The Code Commission noted that the draft chapter prepared by the ad hoc group closely followed the
structure of the existing Terrestrial Code chapter on prevention and control of salmonellosis in poultry
(Chapter 6.5). However, recalling that a Member Country suggested shorter articles in Section 7 of the
Terrestrial Code that are easier for users to search and refer to, the Code Commission split the
recommendations for prevention and control measures into articles topic by topic.

The Code Commission noted that the ad hoc group had used the following document in developing the draft
chapter and had brought this valuable resource to the attention of Member Countries.

FAO/OIE/World Bank. 2010. Good practices for biosecurity in the pig sector — Issues and options in
developing and transition countries. FAO Animal Production and Health Paper No. 169. Rome, FAO

The draft Chapter 6.X. is attached as Annex XXIII for Member Countries’ comments. The report of the
meeting of ad hoc group is attached as Annex XXVIII for Member Countries’ information.

EU comment

The EU welcomes the valuableinitiative and work to include a chapter on the prevention and
control of Salmonellain pig herdsin the Ol E code and commendsthe OIE and itsad hoc
group for thisfirst draft chapter, which includes the main principles of Salmonella control in

pigs.

The most important measuresto control Salmonella in different situations could be further
highlighted in order for the chapter to be of optimal use for as many countries as possible.
The EU also suggests stating that bacteriology isrequired for source attribution studies. Such
studiesareimportant for evaluation of control measures, and have been used successfully by
some countriesin the control of Salmonella.

The EU in general supportsthe proposed new chapter. Specific commentsareinserted in the
text of Annex XXII1.

E. OTHER ISSUES

Item 20 Update of the Code Commission work programme
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Comments were received from EU and New Zealand.

The Code Commission agreed with Member Countries’ suggestions that the OIE should take on development
of standards for reptile animal health, public health and welfare. However for such work to be undertaken
resources beyond those currently available will be required.

The Code Commission reviewed and updated its work programme, taking account of Member Countries’
comments within the Code Commission’s scope, and work completed.

The revised work programme is attached as Annex XXIV for Member Countries’ comments.

EU comment

The EU thanks the OIE for having taken most of its comments on the work programme into
consideration and supports the future work programme as proposed. Specific comments are
included in Annex XXI1V.

tem 21

Item 22

Review of applicationsfor recognition asan OIE Collaborating Centre

The Code Commission endorsed the application from the State Scientific-Research Control Institute of
Veterinary Medical Products & Feed Additives, Lviv, Ukraine for recognition as an OIE Collaborating
Centre for safety of bee products.

Other issues

a) Proposed datesfor next meetings

The 2015 Code Commission meetings are scheduled for February 10-19, and September 8—17.
b) Prescribed and alternative diagnostic testsfor OIE listed diseases (Chapter 1.3.)

In response to the request from the Biological Standards Commission the Code Commission agreed the
approach regarding the progressive shift from a list of prescribed and alternative tests towards “fit for
purpose” tests described within each Manual chapter.

.../Annexes
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Annex IV

USER'S GUIDE

EU comment

The EU thanks the OIE and in general supports the proposed changes to the user’s guide.
Specific comments are inserted in the text below.

A. Introduction

1) The OIE Terrestrial Animal Health Code (hereafter referred to as the Terrestrial Code) sets out standards for
the improvement of terrestrial animal health and welfare and veterinary public health worldwide. The purpose
of this guide is to advise the Veterinary Authorities of OIE Member Countries on how to use the Terrestrial
Code.

2) Veterinary Authorities should use the standards in the Terrestrial Code to set up measures providing for early
detection, internal reporting, notification and control of pathogenic agents, including zoonotic ones, in
terrestrial animals (mammals, birds and bees) and preventing their spread via international trade in animals
and animal products, while avoiding unjustified sanitary barriers to trade.

3) The OIE standards are based on the most recent scientific and technical information. Correctly applied, they
protect animal health and welfare and veterinary public health during production and trade in animals and
animal products.

4) Th n f chapters, articl r recommendations on particular aetiological nts or commoditi
not mean that Veterinary Authorities may not apply appropriate animal health measures based on risk
analysi nducted in accordance with the Terrestrial C .

EU comment

The EU thanks the OIE for having taken the EU comment on the point above into account.
Upon further reflection on the wording of this point, the EU notes that the sentence includes a
double negative (*'does not mean'* and "'may not apply"*). As this may lead to confusion, the
EU suggests rewording the sentence in a more positive way, without changing the intended
meaning, as follows:

""The absence of chapters, articles or recommendations on particular aetiological agents or

commodities does not preclude the application of appropriate animal health measures by

mean-that Veterinary Authorities may-netapphy-appropriateanimat-health-measures
provided they are based on risk analysis conducted in accordance with the Terrestrial Code™

54) The complete text of the Terrestrial Code is available on the OIE website and may be downloaded from:
http://www.oie.int.

B. Terrestrial Code content

1) Key terms and expressions used in more than one chapter in the Terrestrial Code are defined in the Glossary.
The reader should be aware of the definitions given in the Glossary when reading and using the Terrestrial
Code. Defined terms appear in italics. In the on-line version of the Terrestrial Code, a hyperlink leads to the
relevant definition.

2) The term '(under study)' is found in some rare instances, with reference to an article or part of an article. This
means that this part of the text has not been adopted by the World Assembly of OIE Delegates and the
particular provisions are thus not part of the Terrestrial Code.

3) The standards in the chapters of Section 1 are designed for the implementation of measures for the diagnosis,
surveillance and notification of pathogenic agents. The standards include procedures for notification to the
OIE, tests for international trade, and procedures for the assessment of the health status of a country, zone or
compartment.
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4)

5)

6)

7)

8)

9)

10)

1

2)

3)

The standards in the chapters of Section 2 are designed to guide the importing country in conducting import
risk analysis in the absence of OIE trade standards. The importing country may also use these standards to
justify import measures which are mere-traderestrictive stricter than existing OIE trade standards.

The standards in the chapters of Section 3 are designed for the establishment, maintenance and evaluation
of Veterinary Services, including veterinary legislation and communication. These standards are intended to
assist the Veterinary Services of Member Countries to meet their objectives of improving terrestrial animal
health and welfare and veterinary public health, as well as to establish and maintain confidence in their
international veterinary certificates.

The standards in the chapters of Section 4 are designed for the implementation of measures for the
prevention and control of pathogenic agents. Measures in this section include animal identification,
traceability, zoning, compartmentalisation, disposal of dead animals, disinfection, disinsection and general
hygiene precautions. Some chapters address the specific sanitary measures to be applied for the collection
and processing of semen and embryos of animals.

The standards in the chapters of Section 5 are designed for the implementation of general sanitary measures
for trade. Ir—particular; They ehapters address veterinary certification and the measures applicable by the
exporting, transit and importing countries. Section-5-also-includes Aa range of model veterinary certificates
are provided for consistent documentation to-be-used-as-a-harmoenised-basis-of international trade.

The standards in the chapters of Section 6 are designed for the implementation of preventive measures in
animal production systems. These measures are intended to assist Member Countries in meeting their
veterinary public health objectives. They include ante- and post-mortem inspection, control of hazards in feed,
biosecurity at the animal production level, and the control of antimicrobial resistance in animals.

The standards in the chapters of Section 7 are designed for the implementation of animal welfare measures.
The standards cover production, transport, and slaughter or killing, as well as the animal welfare aspects of
stray dog population control and the use of animals in research and education.

The standards in each of the chapters of Sections 8 to 15 are designed to prevent the aetiological agents of
OIE listed diseases, infections or infestations from being introduced into an importing country. The standards
take into account the nature of the traded commodity, the animal health status of the exporting country, zone
or compartment, and the risk reduction measures applicable to each commodity.

These standards assume that the agent is either not present in the importing country or is the subject of a
control or eradication programme. Sections 8 to 15 each relate to the host species of the pathogenic agent:
multiple species or single species of the families Apidae, Aves, Bovidae, Equidae, Leporidae, Caprinae and
Suidae. Some chapters include specific measures to prevent and control the infections of global concern.
Although the OIE aims to include a chapter for each OIE listed disease, not all OIE listed diseases have been
covered yet by a specific chapter. This is work in progress, depending on available scientific knowledge and
the priorities set by the World Assembly.

C. Specific issues
Notification
Chapter 1.1. describes Member Countries' obligations under the OIE Organic Statutes. Listed and emerging
diseases, as prescribed in Chapter 1.1., are compulsorily notifiable. Member Countries are encouraged to
also provide information to the OIE on other animal health event of epidemiological significance.
Chapter 1.2. describes the criteria for the inclusion of a disease, infection or infestation in the OIE List and
gives the updated list. Diseases are divided into nine categories based on the host species of the aetiological
agents.
Diagnostic tests and vaccines
The use of specified diagnostic tests and vaccines in Terrestrial Code chapters is recommended with a
reference to the relevant section in the OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals
(hereafter referred to as the Terrestrial Manual). Chapter 1.3. provides a table summarising the
recommended diagnostic tests for OIE listed diseases. Experts responsible for facilities used for disease
diagnosis and vaccine production should be fully conversant with the standards in the Terrestrial Manual.

Prevention and control
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Chapters 4.5. to 4.11. describe the measures which should be implemented during collection and processing
of semen and embryos of animals, including micromanipulation and cloning, in order to prevent animal health
risks, especially when trading these commodities. Although the measures relate principally to OIE listed
diseases or infections, general standards apply to all health risks. Moreover, in Chapter 4.7. diseases that are
not listed diseases are included, and marked as such, for the information of Member Countries.

Chapter 4.14. addresses the specific issue of the control of bee diseases and some of its trade implications.
This chapter should be read in conjunction with the specific bee disease chapters in Section 9.

Chapter 6.4. is designed for the implementation of general biosecurity measures in intensive poultry
production.

Chapter 6.5. gives an example of a specific on-farm prevention and control plan for the non-listed food-borne
pathogen Salmonella in poultry.

Chapter 6.11. deals specifically with the zoonoatic risk associated with the movements of non-human primates
and gives standards for certification, transportation and import conditions of these animals.

Trade requirements

Animal health measures related to international trade should be based on OIE standards. A Member Country
may authorise the importation of animals or animal products into its territory under conditions more or less
restrictive than those recommended by the Terrestrial Code. To scientifically justify more trade restrictive
measures, the importing country should conduct a risk analysis in accordance with OIE standards, as
described in Chapter 2.1. Members of the WTO should refer to the Agreement on the Application of Sanitary
and Phytosanitary Measures (SPS Agreement).

Chapters 5.1. to 5.3. describe the obligations and ethies ethical responsibilities of importing and exporting
countries in international trade. Veterinary Authorities and all veterinarians directly involved in international
trade should be familiar with these chapters. Fhese Cehapters 5.3. provides guidance for informal mediation
by the OIE.

The OIE aims to include an article listing the commodities that are considered safe for trade without the
imposition of pathogen-specific sanitary measures, regardless of the status of the country or zone for the
agent in question at the beginning of each disease-specific chapter in Sections 8 to 15. This is a work in
progress and some chapters do not yet contain articles listing safe commodities. In those chapters, where a
list of safe commodities is present, importing countries should not apply trade restrictions to such
commodities with respect to the agent in question.

EU comment

The EU notes that its previous comment on the paragraph above has not been taken into
account. We nevertheless thank the OIE for having suggested a glossary definition for the
term “safe commodity”. An EU comment on that draft definition is inserted in Annex VI.

In general, the EU cannot at this stage support the modified approach regarding safe
commodities linked to the concept of *'non-pathogen-specific sanitary measures™, as its
consequences are not currently assessable. Indeed, it still remains unclear what is meant by
""pathogen-specific sanitary measures'. The EU reiterates its opinion that heat treatment of
commodities is not pathogen-specific, since a whole range of pathogenic and non-pathogenic
microorganisms are inactivated depending on the temperature / time combination of the
treatment. Thus, the paragraph above, as currently drafted, could be interpreted as saying
that any heat treated meat or pasteurised milk are to be considered as safe commodities,
whatever the circumstances and the method used, which is not acceptable.

5)

International veterinary certificates

An international veterinary certificate is an official document the Veterinary Authority of an exporting country
draws up in accordance with Chapters 5.1. and 5.2. Certificates list the animal health requirements and,
where appropriate, public health requirements for the exported commodity. The quality of the exporting
country's Veterinary Services is essential in providing assurances to trading partners regarding the safety of
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exported animals and products. This includes the Veterinary Services' ethical approach to the provision of
veterinary certificates and their history in meeting their notification obligations.

International veterinary certificates underpin international trade and provide assurances to the importing
country regarding the health status of the animals and products imported. The measures prescribed should
take into account the health status of both exporting and importing countries and be based upon the
standards in the Terrestrial Code.

The following steps should be taken when drafting international veterinary certificates:

a) list the diseases, infections or infestations fer from which the importing country is justified in seeking
protection in—regards—te because of its own health status. Importing countries should not impose
measures in regards to diseases that occur in their own territory but are not subject to official control ¢

eradieation programmes;

b) for commodities capable of transmitting these diseases, infections or infestations through international
trade, the importing country should apply the relevant articles addressing-the-commedity-in-guestion in
the relevant disease-specific chapters. The application of the articles should be adapted to the disease
status of the exporting country, zone or compartment. Such status should be established according to
Article 1.4.6. except when articles of the relevant disease chapter specify otherwise;

c) when preparing international veterinary certificates, the importing country should endeavour to use terms
and expressions in accordance with the definitions given in the Glossary. As stated in Article 5.2.3.,
international veterinary certificates should be kept as simple as possible and should be clearly worded,
to avoid misunderstanding of the importing country's requirements;

d) Chapters 5.10. to 5.13. provide, as further guidance to Member Countries, model certificates that should
be used as a baseline.

Guidance notes for importers and exporters

It is recommended that Veterinary Authorities are—recommended—to prepare 'guidance notes' to assist
importers and exporters understand trade requirements. These notes should identify and explain the trade
conditions, including the measures to be applied before and after export; and during transport and unloading,
and the relevant legal obligations and operational procedures. The guidance notes should advise on all
details to be included in the health certification accompanying the consignment to its destination. Exporters
should also be reminded of the International Air Transport Association rules governing air transport of animals
and animal products.

Text deleted.
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Annex V

CHAPTER 5.1.

GENERAL OBLIGATIONS
RELATED TO CERTIFICATION

EU comment

The EU thanks the OIE for having taken some of its comments into consideration and in
general supports the proposed changes to this chapter. One comment is inserted in the
text below.

Article 5.1.1.

Safety of international trade in animals and animal products depends on a combination of factors which
should be taken into account to ensure unimpeded trade, without incurring unacceptable risks to human
and animal health.

Because of differences between countries in their animal health situations, various options are offered by
the Terrestrial Code. The animal health situation in the exporting country, in the transit country or countries
and in the importing country should be considered before determining the requirements for trade. To
maximise harmonisation of the sanitary aspects of international trade, Veterinary Authorities of Member
Countries should base their import requirements on the standards of the OIE.

These requirements should be included in the model certificates approved by the OIE which are included
from Chapters 5.10. to 5.12.

Certification requirements should be exact and concise, and should clearly convey the wishes of the
importing country. For this purpose, prior consultation between Veterinary Authorities of importing and
exporting countries may be necessary. It enables the setting out of the exact requirements so that the
signing veterinarian can, if necessary, be given a note of guidance explaining the understanding between
the Veterinary Authorities involved.

The certification requirements should not include conditions for diseases that are not transmitted by the
commodity concerned. The certificate should be signed in accordance with the provisions of Chapter 5.2.

When officials of a Veterinary Authority wish to visit another country for matters of professional interest to
the Veterinary Authority of the other country, the latter should be informed.

Article 5.1.2.
Responsibilities of the importing country

1) The import requirements included in the international veterinary certificate should assure that
commodities introduced into the importing country comply with the standards of the OIE. Importing
countries should align restriet their requirements with te those recommen in the relevan
of the OIE necessary-to—achieve—the national-appropriatetevel-of protection. If there are no such

standards or if the country chooses a level of protection requiring measures these-are stricter than the

standards of the OIE, these they should be based on an import risk analysis.

EU comment

The EU suggests adding the words ""performed in accordance with Chapter 2.1." at the
end of the point above, to clarify that the risk analysis needs to comply with the relevant
OIE standard. Indeed, that suggested wording would be consistent with the one
proposed in the user’s guide.
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3)

4)

5)

The international veterinary certificate should not include requirements for the exclusion of pathogens
or animal diseases which are present in the importing country and are not subject to any official control
programme. The measures imposed on imports to manage the risks posed by a specific pathogen or

disease should not be stricter regquire-a-higherlevel-of protection than those that provided-by-measures

applied as part of the official control programme operating within the importing country.

The international veterinary certificate should not include measures against pathogens or diseases
which are not OIE listed, unless the importing country has demonstrated through import risk analysis,
carried out in accordance with Section 2., that the pathogen or disease poses a significant risk to the
importing country.

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

This information is the responsibility of Veterinary Authorities. However, it can be issued by private
sector veterinarians at the place of origin of the commodities when this practice is the subject of
appropriate approval and authentication by the Veterinary Authority.

Situations may arise which result in changes to the consignee, identification of the means of
transportation, or border post after a certificate is issued. Because these do not change the animal or
public health status of the consignment, they should not prevent the acceptance of the certificate.

Article 5.1.3.

Responsibilities of the exporting country

1

2)

3)

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

a) information on the animal health situation and national animal health information systems to
determine whether that country is free or has zones or compartments free from listed diseases,
including the regulations and procedures in force to maintain its free status;

b) regular and prompt information on the occurrence of notifiable diseases;

c) details of the country's ability to apply measures to control and prevent the relevant listed
diseases;

d) information on the structure of the Veterinary Services and the authority which they exercise
according to Chapters 3.1. and 3.2,;

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

Veterinary Authorities of exporting countries should:

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

b) ensure that the relevant instructions and training are provided to certifying veterinarians;

c) monitor the activities of the certifying veterinarians to verify their integrity and impartiality.

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

Article 5.1.4.

Responsibilities in case of an incident related to importation
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3)

International trade involves a continuing ethical responsibility. Therefore, if within the recognised
incubation periods of the various diseases subsequent to an export taking place, the Veterinary
Authority becomes aware of the appearance or reappearance of a disease which has been specifically
included in the international veterinary certificate, there is an obligation for this Authority to notify the
importing country, so that the imported commaodities may be inspected or tested and appropriate action
be taken to limit the spread of the disease should it have been inadvertently introduced.

If a disease condition appears in imported commodities within a time period after importation
consistent with the recognised incubation period of the disease, the Veterinary Authority of the
exporting country should be informed so as to enable an investigation to be made, since this may be
the first available information on the occurrence of the disease in a previously free herd. The
Veterinary Authority of the importing country should be informed of the result of the investigation since
the source of infection may not be in the exporting country.

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

Text deleted.
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Annex VI

GLOSSARY

EU comment

The EU thanks the OIE for having taken some of its comments into consideration and in
general supports most of the proposed changes to the glossary, in particular the new
definition of biosecurity. Specific comments are inserted in the text below regarding the
definitions of "'safe commodity" and "'stamping-out policy"", which the EU cannot
support as proposed.

In addition, in line with the EU comments made previously on the draft Sixth Strategic
Plan

(http://ec.europa.eu/food/safety/international affairs/standard setting bodies/oie/docs/e
u_comments 6th strategic_plan_en.pdf), the EU suggests amending the glossary
definitions of ""Veterinary Services' and ""Veterinary Authorities™ to explicitly mention
veterinary public health and zoonoses. Reference is made to the EU comments on the
work programme of the Code Commission which contain detailed suggestions to this
effect (Annex XXI1V).

BIOSECURITY
means the set of management and physical measures designed to reduce the risk of introduction,
development and spread of animal diseases, infections or infestations to, from and within an animal
population.

DISEASE
means the clinical andfor pathological manifestation of infection or infestation.

RISK ANALYSIS
means the process composed of hazard identification identification, risk assessment, risk
management and risk communication.

RISK ASSESSMENT
means the evaluation of the likelihood and the biological and economic consequences of entry,

establishment and spread of a hazard within-the-territory-of-an-importing-country.

SAFE COMMODITY
means a commodity which in the form normally traded is considered safe for trade with respect to a
listed disease, infection or infestation, without the need for specific risk mitigation measures against

the listed disease, infection or infestation and regardless of status of the country or zone of origin for
that disease, infection or infestation.

EU comment

The EU thanks the OIE for having suggested a definition for safe commodity. We would
ask the OIE to clarify what exactly is meant by "in the form normally traded" and
""specific risk mitigation measures'. Indeed, these notions are imprecise and may leave
too much room for interpretation. It is especially unclear what the difference is between
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specific and unspecific risk mitigation measures. Reference is made to the EU comment
on the User’s guide (Annex IV). The EU therefore cannot support this draft definition at
this stage.

Furthermore, the EU suggests drafting a specific chapter on safe commodities for the
Terrestrial Code, which could include definitions of safe commodities, including
specifications of the methods used to achieve sanitary safety, or references to such
definitions in other international standards (e.g. Codex Alimentarius). Thus, the term
"in the form normally traded" would not be necessary, and could be replaced by a
reference to the commodities described or referred to in that new chapter. However, the
list of safe commodities should continue to be specified in a separate article in the
beginning of each disease specific chapter, as appropriate; this could also be clarified in
the chapter on safe commodities.

Finally, as the proposed new approach to safe commodities in the Terrestrial Code
seems more in line with the existing approach in the Aquatic Code, the elaboration of
criteria to assess the safety of terrestrial animal commodities could be envisaged. The
Aquatic Code Chapter 5.4. "'Criteria to assess the safety of aquatic animal commodities™
might serve as a model to that effect.

STAMPING-OUT POLICY

means a_policy designed to eliminate an outbreak by carrying out under the authority of the
Veterinary Authority, in whole or in part, the following en-cenfirmation-of a-disease;.

— the Killing,_in_accordance with Chapter 7.6., of the animals which are affected and those
suspected of being affected in the herd and, where appropriate, those in other herds which have
been exposed to infection by direct animal to animal contact, or by indirect contact with the
causal pathogen; this includes Aall susceptible animals, vaccinated or unvaccinated, on
infected establishments; should-be killed-and

the destruction of their carcasses destroyed by rendering, burning or burial, or by any other
method described in Chapter 4.12. which—will-eliminate—the—spread—of-infection—through—the
carcasses-or-products-ofthe-animalskilled;-

Fhis-policy-sheuld-be-accompanied-by the cleansing and disinfection of establishments through
procedures defined in the Ferrestrial Code Chapter 4.13.

EU comment

While welcoming the proposed deletion of the definition of "*Modified stamping-out
policy" and most proposed changes in the definition of **Stamping-out policy™, the EU
cannot support the addition of the words "in whole or in part' in the above definition.
Indeed, this would imply that also partial implementation (e.g. killing of clinically
affected animals only) would be regarded as equal to full implementation, without any
distinction of the term used. This is contrary to the intention of our previous comments
on this subject, and would not be acceptable for the EU. Indeed, this would correspond
to a merger of the concepts of ""Modified stamping-out policy'" and **Stamping-out
policy", instead of simply deleting the superfluous definition of the former, and would
counter the established practices in the OIE Code.

In this context, the EU furthermore does not support the deletion of the last sentence,
which indeed describes the obligation of member countries to inform the OIE of the




nature of the modification whenever the stamping-out policy is not applied in full.
Instead of deleting it, the EU suggests modifying that sentence as follows:

"The terms medified-stamping-out policy should not be used in communications to the
OIE whenever the above animal health measures are not implemented in full;_in that
case and details of the-medifications measures taken should be given™.

The EU however recognises that this type of recommendation to Member Countries
regarding communication with the OIE is not well placed in the glossary as in fact it is
not a part of the definition, and it is unfortunately not routinely implemented by
Member Countries when notifying disease events to the OIE. Therefore, the EU invites
the OIE Code Commission to consider working on Chapter 1.1. in order to include such
recommendations in the context of notification obligations of Member Countries (i.e. a
clear obligation to explain exactly what measures have been taken, e.g. if stamping-out
policy was applied or if the stamping-out policy as defined in the glossary was not
applied in full in a given disease event).

Furthermore, while fully supporting the importance of complying with OIE animal
welfare standards, the animal health measures necessary to achieve eradication of the
disease shall not be jeopardised. Thus, the reference to Chapter 7.6. as proposed in the
first indent may be problematic. Indeed, in case those animal welfare principles are not
respected, the policy would not be recognised as “stamping-out” — for reasons not
related to animal health, with important consequences as regards disease free status and
international trade. A solution could be to move the reference to Chapter 7.6. to the end
of that indent, as follows:

"'~ the killing of the animals which are affected and those suspected of being affected in
the herd and, where appropriate, those in other herds which have been exposed to
infection by direct animal to animal contact, or by indirect contact with the causal
pathogen; this includes all susceptible animals, vaccinated or unvaccinated, on infected

establishments; animals should be Killed in accordance with Chapter 7.6.;"

Indeed, while keeping the reference to Chapter 7.6., both the animal health and welfare
aspects would be kept in focus in this definition.

Finally, the EU suggests considering including a reference to bee hives in the definition
of stamping-out policy, as currently it refers solely to "*herds"’, which may not be
appropriate in the context of bee diseases.

—  Textdeleted.
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Annex VII

CHAPTER 3.2.

EVALUATION OF VETERINARY SERVICES

EU comments

The EU thanks the OIE for its work and for taking many of the EU comments into
consideration. We can in general agree to the changes made in this chapter. We do
nevertheless have a few comments as indicated below.

Article 3.2.1.

General considerations

1

2)

3)

4)

5)

6)

Evaluation of Veterinary Services is an important element in the risk 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 for Chapter 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 used by OIE experts when facilitating an evaluation under the auspices of
the OIE, following a request of a Member Country. In applying these recommendations on the
evaluation, the OIE Tool for the Evaluation of Performance of Veterinary Services (OIE PVS Tool)
should be used.

In carrying out a risk analysis prior to deciding the sanitary or zoosanitary conditions for the importation
of a commodity, an importing country is justified in regarding its evaluation of the Veterinary Services
of the exporting country as 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 Veterinary Services (self-evaluation) or to assist the process
of risk analysis in international trade in animals and animal-derived products to which official sanitary
or zoosanitary controls apply.

In both situations, the evaluation should demonstrate that the Veterinary 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 importing 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,
administrative and legislative), it is also appropriate to place emphasis on the evaluation of the quality
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of outputs and performance of Veterinary Services. Evaluation should take into consideration any
quality systems used by Veterinary Services.

7) An importing country has a right of assurance that information on sanitary or zoosanitary situations
provided by the Veterinary Services of an exporting country is objective, meaningful and correct.
Furthermore, the Veterinary 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 registration or licensing of veterinarians and authorisation of
veterinary para-professionals is 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 authority of the Veterinary Services;

—  human resources;

— material (including financial) resources;

—  veterinary legislation, regulatory frameworks and functional capabilities;

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

—  formal quality systems including quality policy;

—  performance assessment and audit programmes;

—  participation in OIE activities and compliance with Member Countries’ obligations.

2) To complement the evaluation of Veterinary 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 country;

—  verification or re-verification of an evaluation in the course of a visit to the exporting country by the
importing country;

— evaluation by third parties such as OIE PVS experts or regional organisations.

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
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2)

3)

4)

5)

6)

7)

quality systems and standards. These organisational and policy statements should be described 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/Veterinary Director should be
clearly defined. Lines of command should also be described.

The organisational structure should also clearly set out the interface relationships of government
Ministers and departmental Authorities with the Chief Veterinary Officer/Veterinary 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 trading partners so that the effects of
re-structuring may be assessed.

Organisational components of Veterinary 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 described.

To reinforce the reliability and credibility of their services, the Veterinary 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.

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

The Veterinary Authority is defined in the Glossary. As some countries have some relevant roles of the
Veterinary Authority vested in autonomous sub-national (state/provincial, 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 Veterinary 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.

Similarly, where the Veterinary 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 Veterinary Authority should also apply to the service providers.

Article 3.2.4.

Evaluation criteria for quality systems

1

2)

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
Veterinary Services undergoing evaluation should make available evidence of accreditation, details of
the documented quality processes and documented outcomes of all relevant audits undertaken.

Where the Veterinary 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 veterinarians. It
should also include administrative officials and veterinary para-professionals. The human resources
may also include part-time and private sector veterinarians and veterinary para-professionals. It is
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2)

3)

4)

essential that all the above categories of personnel be subject to legal disciplinary provisions. Data
relating to the resource base of the Veterinary Services undergoing evaluation should be available.

In addition to raw quantitative data on this resource base, the functions of the various categories of
personnel in the Veterinary 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, to the 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 number of qualified, experienced field
veterinarians who are directly involved in farm visits; there should not be an over-reliance on veterinary
para-professionals for this task.

Analysis of these data can be used to estimate the potential of the Veterinary 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 veterinarians would not provide the
Veterinary Services with an effective epizootiological information base without legislative (e.g.
compulsory reporting of notifiable diseases) and administrative (e.g. official animal health surveillance
and reporting systems) mechanisms in place.

These data should 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 veterinarians in their official
responsibilities.

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 components of these programmes
or between outlying offices and headquarters, or between the Veterinary 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 Veterinary 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 courier services,
facsimile and electronic data interchange systems such as 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 Veterinary
Authority, to permit reporting of changes in national disease status consistent with OIE
recommendations and to allow bilateral contact on urgent matters with counterpart Veterinary
Authorities in trading-partner countries.
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Annex VII (contd)

c) Transport systems

The availability of sufficient reliable transport facilities is essential for the performance of many
functions of Veterinary Services. This applies particularly to the field services components of
animal health activities such as emergency response visits. Otherwise, the Veterinary Services
cannot assure 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 vaccines when these are
required for use in animal disease control programmes. If these assurances cannot be given, it
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 Veterinary Services, which would include official
governmental laboratories and other laboratories authorised by the Veterinary 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 zoosanitary or 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.

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.

Quality of analysis is equally important to the testing performed on individual export consignments
as to the broader ongoing 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 either animal health or veterinary public health activities. The Veterinary Services should
approve and designate these laboratories for such purposes and have them audited regularly.

c) Research

The scope of animal health, welfare disease and veterinary public health problems in the country
concerned, the stages reached 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.

EU comment
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The EU asks the OIE to consider the following rephrasing of the first sentence in the
above paragraph:

""The scope of animal health, welfare and veterinary public health problems in the
country concerned, the stages reached 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 and welfare.

Justification:

Since welfare has been included in this paragraph it is pertinent to include also an
analysis of research programmes concerning animal welfare.

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 anticipate and exercise control over all animal health and animal welfare
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 premises or areas, testing, treatment, humane killing of
infected animals, disposal of carcasses, or destruction of 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 Veterinary Authorities of the neighbouring countries for the
control of animal diseases in border areas and for 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-export period.

In the context of production for export of foodstuffs of animal origin, the Veterinary 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 commaodities
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, inter alia,
animals and animal products (including animal semen, ova and embryos), and animal feedstuffs.

The Veterinary Authority should be able to 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.
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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 or withdraw official certification. Penalty provisions
applying to malpractice on the part of certifying officials should be included.

The Veterinary Services should demonstrate that they are capable of providing accurate and valid
certification for exports of animals and animal products, based on Chapters 5.1. and 5.2. 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.

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 important 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 natification of animal diseases. In the case of a Member Country, 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 or strictly controlled in the importing
country or region. The ability of the Veterinary 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.

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, industry-administered control or eradication programmes for specific diseases or disease
complexes, and animal disease emergency preparedness. Details should include enabling legislation,
programme plans for epidemiological surveillance and animal disease emergency responses,
guarantine 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, resource
commitments, interim results and programme review reports.

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
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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.

Article 3.2.9.

Veterinary public health controls

1.

5.

Food hygiene

The Veterinary Authority should be able to demonstrate effective responsibility for the veterinary public
health programmes relating to the production and processing of animal products. If 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 are 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.

Zoonoses

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

Chemical residue testing programmes

Adequacy of controls over chemical residues in exported animals, animal products and feedstuffs
should be demonstrated. Statistically-based surveillance and monitoring programmes for
environmental and other chemical contaminants in animals, 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 Veterinary Services,
there should be appropriate provision to ensure that the results of such programmes are made
available to the Veterinary 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 where the latter are scientifically justified.

Veterinary medicines

It should be acknowledged that primary control over veterinary medicinal products may not rest with
the Veterinary Authority in some countries, owing to differences between governments in the division
of legislative responsibilities. However, for the purpose of evaluation, the Veterinary 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 particular application to biological products. Inadequate controls
on the registration and use of biological products leave the Veterinary Services open to challenge over
the quality of animal disease control programmes and over safeguards against animal disease
introduction in imported veterinary biological products.

It is valid, for evaluation purposes, 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
standards set by the Codex Alimentarius Commission or with alternative requirements set by the
importing country where the latter are scientifically justified.

Integration between animal health controls and veterinary public health
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The existence of any organised programme which incorporates a structured system of information
feedback from inspection in establishments producing products of animal origin, in particular meat 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.

3.

Strategic plans

The objectives and priorities of the Veterinary Services can be 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 countries without such plans.

Performance assessment

If a strategic plan is used, it 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.

Compliance

Matters which can compromise compliance and adversely affect a favourable evaluation include
instances of 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 Veterinary Services contain (or have a formal linkage with) an independent
internal unit, section or 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 Veterinary Services and of the corporate body itself. The existence of such a body can be
important to the establishment of international confidence in the Veterinary Services.

An important feature when demonstrating the integrity of the Veterinary 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 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.

Veterinary Services administration

a) 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.
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b)

<)

d)

e)

"

9)

Reports of government review bodies

The reports of any periodic or ad hoc government reviews of Veterinary Services 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 independent review 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
transparency.

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 appropriate training across a range of subjects for
relevant staff. This programme should include participation in scientific meetings of animal health
and animal welfare 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 Veterinary Services.

Trade performance history
In the evaluation of the Veterinary 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.

Article 3.2.11.

Participation in OIE activities

Questions on a country's adherence to its obligations as a member of the OIE are relevant to an evaluation
of the Veterinary Services of the country. Self-acknowledged inability or repeated failure of a Member
Country 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
Veterinary Services and sanitary or zoosanitary status for evaluation purposes.

Article 3.2.12.

Evaluation of the veterinary statutory body

1. Scope

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

a)

b)

objectives and functions;

legislative basis for the veterinary statutory body, including autonomy and functional capacity;
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c) the composition of the veterinary statutory body, including the organisation represented in it;
d) accountability and transparency of decision-making;
e) sources and management of funding;

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

2. Evaluation of objectives and functions

The policy and the objectives of the veterinary statutory body, including details of its power and
functions, should be defined, notably with regard to:

a) the licensing or registration of veterinarians and veterinary para-professionals to perform the
activities of veterinary medicine/science;

b) the minimum standards of education (initial and continuing) required for degrees, diplomas and
certificates entitling the holders thereof to be registered or licensed as veterinarians and
veterinary para-professionals;

c) the standards of professional conduct and competence of veterinarians and veterinary para-
professionals and ensuring that these standards are met.

3. Evaluation of legislative basis, autonomy and functional capacity

The veterinary statutory body should be able to demonstrate that it has the capacity, supported by
appropriate legislation, to exercise and enforce control over all veterinarians and veterinary para-
professionals subject to its authority. These controls should include, where appropriate, compulsory
licensing or registration, participation in the definition of minimum standards of education (initial and
continuing) for the recognition of degrees, diplomas and certificates by the Competent Authority,
setting standards of professional conduct and competence, investigating complaints and the
application of disciplinary procedures.

The veterinary statutory body should be able to demonstrate autonomy from undue political and
commercial interests.

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

4. Evaluation of the composition of the veterinary statutory body

Detailed descriptions of the composition, rules and conditions for membership, including duration of
appointment and representation of interested third parties, public and private, should be available.

5. 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.

6. Evaluation of financial sources and financial management

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

7. Evaluation of training programmes and programmes for continuing professional development, for
veterinarians and veterinary para-professionals
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1

2)

3)

Documentary evidence should be available to demonstrate compliance with initial and continuing
education requirements, including with OIE recommendations.

Evaluation of mechanisms for coordination between Veterinary Authority and veterinary statutory body

The exact mechanisms will vary according to the national governance systems.
Article 3.2.13.

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.

A prospective importing country may undertake an evaluation of the Veterinary 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.

In the case of evaluation for the purposes of international trade, the authorities of an importing country
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 Veterinary
Services of the importing country are responsible for the analysis of details and for 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 described in 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 of information, 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 Veterinary Authority

Organisational chart including numbers, positions and numbers of vacancies.
b) Sub-national components of the Veterinary Authority

Organisational charts including numbers, positions and number of vacancies.
c) Other providers of veterinary services

Description of any linkage with other providers of veterinary services.

National information on human resources

a) Veterinarians

i)  Total numbers of veterinarians registered or licensed by the Veterinary statutory body of the
country.

i)  Numbers of:
—  full time government veterinarians: national and sub-national;

—  part time government veterinarians: national and sub-national;
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—  private veterinarians authorised by the Veterinary Services to perform official veterinary
functions [Describe accreditation standards, responsibilities and limitations applying to
these private veterinarians.];

—  other veterinarians.

iii)  Animal health and welfare:
Numbers associated with farm livestock sector on a majority time basis in a veterinary
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.]:

full time government veterinarians: national and sub-national;
—  part time government veterinarians: 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 veterinarians: national and sub-national;
—  part time government veterinarians: national and sub-national;
—  other veterinarians.
v)  Numbers of veterinarians relative to certain national indices:
—  per total human population;
—  per farm livestock population, by geographical area;

—  per livestock 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 and
the post-graduate and continuing education topics to assure the delivery of quality
veterinary services, as described in the relevant chapter(s) of the Terrestrial Code;

— international recognition of veterinary degree.
vii) Veterinary professional associations.
b) Graduate personnel (non-veterinary)

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

c) Veterinary para-professionals employed by the Veterinary Services
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d)

e)
f)

9)

i) Animal health_and welfare:
—  Categories and numbers involved with farm livestock on a majority time basis:
— by geographical area;

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

—  Education or 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);

—  dairy inspection;
—  other foods.
—  Numbers in import and export inspection.
—  Education or 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, veterinary para-professionals, livestock owner, farmer and other relevant associations

Additional information or comments.

Financial management information

a)

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;

iii)  for other relevant government-funded institutions.

Sources of the budgetary allocations and amount:

i)  government budget;

i)  sub-national authorities;

iii) taxes and fines;

iv) grants;

V) private services.

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

Actual and proportional contribution of animal production to gross domestic product.

Administration details

a) Accommodation
Summary of the numbers and distribution of official administrative centres of the Veterinary
Services (national and sub-national) in the country.
b) Communications
Summary of the forms of communication systems available to the Veterinary Services on a
nation-wide and local area bases.
c) Transport
i)  Iltemised 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.
ii)  Details of annual funds available for maintenance and replacement of motor vehicles.
Laberatory services

a) Diagnestic Laboratories {laberateries engaged primarily in diagnosis)

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

b #) Numbers of veterinary diagnostic laboratories operating in the country:

- government operated laboratories;

ii)- private laboratories authorised by Veterinary Authority for the purposes of supporting
official or officially endorsed animal health control or public health testing and
monitoring programmes and import and export testing.

c i) Descriptive summary of accreditation procedures and standards for private laboratories.
di¥) Human and financial resources allocated to the government veterinary laboratories,
including staff numbers, graduate and post-graduate qualifications and opportunities for

further training.

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

fwi) List of related National Reference Laboratories, if any.

g vit) Details of collaboration with external laboratories including international reference
laboratories and details on numbers of samples submitted.

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

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

OIE Terrestrial Animal Health Standards Commission/September 2014



16

ix) Details of procedures for storage and retrieval of information on specimen submission and
results.

k %) Reports of independent reviews of the laboratory service conducted by government or
private organisations (if available).

| xi) Strategic and operational plans for the official veterinary laboratory service (if available).

6b) Research laboratoeries Institutes {laberatories engaged primarily in_animal health or animal
welfare research)

at) Numbers of veterinary research laboratories operating in the country:
- government operated laboratories;

i)~ private laboratories involved in full time research directly related to animal health and
veterinary public health matters involving production animal species.

EU comment
The EU asks the OIE to consider the following rephrasing of point ii):

"private laboratories involved in full time research directly related to animal health and
welfare veterinary-pubhic-health matters involving production animal species.™
Justification:

This wording seems more in line with the heading “engaged primarily in animal health
or welfare research”.

b #) Summary of human and financial resources allocated by government to veterinary research.
c i) Published programmes of future government sponsored veterinary research.
d i¥) Annual reports of the government research laboratories.

76. Veterinary legislation, requlations and functional capabilities

a) Animal health and animal welfare and veterinary public health

i)  Assessment of the adequacy and implementation of relevant legislation (hational 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 management of disasters which could have impact on animal
health and animal welfare, and 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;

— veterinary public health controls of the production, processing, storage and marketing
of fish, dairy products and other food of animal origin for domestic consumption;
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—  registration and use of veterinary pharmaceutical products including vaccines;

- animal welfare.

Assessment of ability of Veterinary Services to enforce legislation.

Export and import inspection

D)

i)

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 food of animal origin for export;

— animal health, animal welfare and veterinary public health controls of the 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, use and 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 Veterinary Services for inspection and registration of
facilities for veterinary control purposes (if not included under other legislation
mentioned above);

— documentation and compliance.

Assessment of ability of Veterinary Services to enforce legislation.

87%. Animal health, animal welfare and veterinary public health controls

a)

Animal health

i)

i)

ii)

iv)

v)

Description of and sample reference data from any national animal disease reporting system
controlled and operated or coordinated by the Veterinary 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:

— 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;
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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.

b) Animal welfare

i)
ii)

Description of major animal welfare issues.

Description of specific official programmes initiated by the Veterinary Services to address
animal welfare problems.

cb) Veterinary public health

D)

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 occur but are not recorded under official
statistics.

Proportion of total national slaughter which occurs in registered export establishments,
by category of animal.

Proportion of total national slaughter which occurs under veterinary control, by category
of animal.

Numbers of commercial fresh meat establishments in the country which are registered
for export by the Veterinary Authority:

— slaughterhouses (indicate species of animals);

—  cutting or packing plants (indicate meat type);

— meat processing 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
exports of these commodities.

Descriptive summary of the roles and relationships of other official organisations in
public health programmes for the products listed above if the Veterinary Authority does
not have responsibility for those programmes which apply to national production
destined to domestic consumption or exports of the commodities concerned.

Zoonoses

Descriptive summary of the numbers and functions of staff of the Veterinary Authority
involved primarily with monitoring and control of zoonotic diseases.
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—  Descriptive summary of the role and relationships of other official organisations
involved in monitoring and control of zoonoses to be provided if the Veterinary Authority
does not have these responsibilities.

iii)  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 Veterinary 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 and 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 animals.

— Role and function in these programmes of the Veterinary Authority and other Veterinary
Services to be described in summary form.

98. Quality systems

a) Accreditation

Details and evidence of any current, formal accreditation by external agencies of the Veterinary
Services of any components thereof.

b) Quality manuals

Documented details of the quality manuals and standards which describe the accredited quality
systems of the Veterinary Services.

) Audit

Details of independent (and internal) audit reports which have been undertaken of the Veterinary
Services of components thereof.

H
(]
©

. Performance assessment and audit programmes

a) Strategic plans and review

i) Descriptive summary and copies of strategic and operational plans of the Veterinary
Services organisation.

ii)  Descriptive summary of corporate performance assessment programmes which relate to the
strategic and operational plans - copies of recent review reports.

b) Compliance

Descriptive summary of any compliance unit which monitors the work of the Veterinary Services
(or elements thereof).

c) Annual reports of the Veterinary Authority
Copies of official annual reports of the national (sub-national) Veterinary Authority.

d) Other reports
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i)  Copies of reports of official reviews into the function or role of the Veterinary Services which
have been conducted within the past three years.

ii) 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 relevant staff.

i)  Summary descriptions of training courses and duration.

iii) 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 Veterinary Services in the past
three years.

g) Sources of independent scientific expertise
List of local and international universities, scientific institutions and recognised veterinary
organisations with which the Veterinary Services have consultation or advisory mechanisms in

place.

1110. Membership of the OIE

State if country is a member of the OIE and period of membership.

—  Text deleted.
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Annex VIII

CHAPTER 4.6.

COLLECTION AND PROCESSING OF BOVINE,
SMALL RUMINANT AND PORCINE SEMEN

EU comment

The EU in general supports the proposed changes to this chapter in relation to the
recent adoption of the new Brucella spp. chapter. However, some important comments
are inserted in the text below. Indeed, the OIE may wish to review this chapter more
thoroughly for consistency.

Article 4.6.1.
General considerations
The purposes of official sanitary control of semen production are to:

1) maintain the health of animals 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.
Article 4.6.2.
Conditions applicable to testing of bulls and teaser animals

Bulls and teaser animals should enter an artificial insemination centre only when they fulfil the following
requirements.

1. Prior to entering pre-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 zone of origin is not free from the diseases in question.

a) Brucellosis — point 2 of Article 8.4.14.Chapter8-4-

b)  Bovine tuberculosis — Point 3 or 4 of Article 11.5.5.

c) Bovine viral diarrhoea (BVD)
The animals should be subjected to:
i)  avirus isolation test or a test for virus antigen, with negative results; and
ii) aserological test to determine the serological status of every animal.

d) Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis
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If the artificial insemination centre is to be considered as infectious bovine
rhinotracheitis/infectious pustular vulvovaginitis free (IBR/IPV), the animals should either:

i)  come from an IBR/IPV free herd as defined in Article 11.10.3.; or

i)  be subjected, with negative results, to a serological test for IBR/IPV on a blood sample.

EU comment

In relation to the point above on IBR/IPV, the EU is of the opinion that it would be
appropriate to allow for a distinction between vaccinated and infected animals, now that
marker vaccines are available in several countries. Indeed, as it is now possible to
distinguish between animals vaccinated with a marker vaccine (DIVA strategy) and
naturally infected animals, animals vaccinated with a marker vaccine should be allowed
in an artificial insemination centre. The wording used for BVD in point c ii) above might
be suitable also here (*'a serological test to determine the serological status of every
animal.”). Alternatively, to be more explicit, the following wording could be used for
point ii) above (and a similar wording could be adopted for BVD under c ii) above):

""ii) be subjected;-with-negativeresults; to a serological test for IBR/IPV on a blood

sample,_either with a negative result, or presenting evidence of an immune response
elicited by a marker vaccine as demonstrated using an appropriate companion

diagnostic test in a DIVA vaccination strategy."

e) Bluetongue

The animals should comply with Articles 8.3.7. or 8.3.8., depending on the bluetongue status of
the country or zone of origin of the animals.

2. 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 facility, except
for Campylobacter fetus subsp. venerealis and Tritrichomonas foetus, for which testing may
commence after 7 days in pre-entry isolation. All the results should be negative except in the case of
BVD antibody serological testing (see point 2 b) i) below).

a) Brucellosis
The animals should be subjected to a serological test with negative results.
b) BVD
i)  The animals should be subjected to a virus isolation test or a test for virus antigen, with
negative results. Only when all the animals in pre-entry isolation have had negative results,

may the animals enter the semen collection facilities.

ii)  All animals should be subjected to a serological test to determine the presence or absence
of BVD antibodies.

iii)  Only if no seroconversion occurs in the animals which tested seronegative before entry into
the pre-entry isolation facility, may any animal (seronegative or seropositive) be allowed
entry into the semen collection facilities.

iv) If 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.

c) Campylobacter fetus subsp. venerealis
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d)

e)

"

i)  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.

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

i) 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.

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 animals 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 zone 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 tested at least annually for the
following diseases, with negative results, where the country or zone where the semen collection
facilities are located is not free:

a)
b)

c)

d)

e)

f)

Brucellosis
Bovine tuberculosis
BVD

Animals negative to previous serological tests should be retested to confirm absence of
antibodies.

Should an animal become serologically positive, every ejaculate of that animal collected since the
last negative test should be either discarded or tested for virus with negative results.

Campylobacter fetus subsp. venerealis

i) A preputial specimen should be tested.

ii)  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
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9)

i) A preputial specimen should be cultured.

ii)  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

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 11.10.3.

4. Testing for BVD prior to the initial dispatch of semen from each serologically positive bull

Prior to the initial dispatch of semen from BVD serologically positive bulls, a semen sample from each
animal should be subjected to a virus isolation or virus antigen test for BVD. 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 11.10.7.

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 requirements prior to entry into isolation at the pre-entry
isolation facility where the country or zone of origin is not free from the diseases in question.

a)
b)
<)
d)

e)

f)

g)

h)

)

K)

Brucellosis — point 2 of Article 8.4.14 Chapter8-4-

Ovine epididymitis — Article 14.6.3.
Contagious agalactia — Points 1 and 2 of Article 14.2.1.
Peste des petits ruminants — Points 1, 2 a) or 3 of Article 14.7.10.

Contagious caprine pleuropneumonia — Article 14.3.7., depending on the CCPP status of the
country or zone of origin of the animals.

Paratuberculosis — Free from clinical signs for the past two years.

Scrapie — Comply with Article 14.8.8. if the animals do not originate from a scrapie free country or
zone as defined in Article 14.8.3.

Maedi-visna — Article 14.5.2.
Caprine arthritis/encephalitis — Article 14.1.2. in the case of goats.
Bluetongue

The animals should comply with Articles 8.3.7. or 8.3.8., depending on the bluetongue status of
the country or zone of origin of the animals.

Tuberculosis — In the case of goats, a single or comparative tuberculin test, with negative results.

2. Testing in the pre-entry isolation facility prior to entering the semen collection facilities
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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) Brucellosis — two different diagnostic tests on the same blood sample Chapter8-4-

EU comment

The EU queries the reference in Chapter 8.4. or, in case this is not covered in Chapter
8.4., the rationale for this particular recommendation.

b)  Ovine epididymitis — Point 1 d) of Article 14.6.4.

c) Maedi-visna and caprine arthritis/encephalitis — Test on animals.

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 zone where 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 zone where the semen collection
facilities are located is not free:

a) Brucellosis;

b) ovine epididymitis;

c) 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 zone of origin is not free from the diseases in question.

a) Brucellosis — paint 2 of Article 8.4.15. Chapter8-4-

b) Foot and mouth disease — Articles 8.7.12., 8.7.13. or 8.7.14.
c) Aujeszky’s disease — Article 8.2.9. or Article 8.2.10.
d) Transmissible gastroenteritis — Article 15.3.2.

e) African swine fever — Article 15.1.5. or Article 15.1.6.
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f)  Classical swine fever — Article 15.2.7. or Article 15.2.8.

g) Porcine reproductive and respiratory syndrome — Test complying with the standards in the
Terrestrial Manual.

2. 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) Brucellosis -Chapter8-4-

b) Foot and mouth disease — Articles 8.7.15., 8.7.16., 8.7.17. or 8.7.18.
c) Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8.2.15.

d) Transmissible gastroenteritis — Article 15.3.4.

e) African swine fever — Article 15.1.8. or Article 15.1.9.

f)  Classical swine fever — Article 15.2.10. or Article 15.2.11.

g) Porcine reproductive and respiratory syndrome — The test complying with the standards in the
Terrestrial Manual.

EU comment

The EU suggests reviewing more thoroughly point 2 above for consistency. Indeed, while
no specific reference is foreseen for Brucellosis, there is a general reference to the
Terrestrial Manual as regards PRRS, and there are specific references for the other
diseases in points b) to f). Furthermore, as regards the latter, some of the articles
referred to do not contain any mention of diagnostic tests at all (e.g. Articles 8.7.15.,
8.7.16.,8.2.13.,15.1.8., 15.1.9,, 15.2.10.).

It may be worth considering following the precedent of PRRS above (and recent
established practice elsewhere in the Code) and in general refer to the Terrestrial
Manual as regards requirements for diagnostic tests, instead of referring to articles in
disease specific chapters.

The same comment is also valid for point 3 below.

Furthermore, it is important to avoid circular references between the Terrestrial Manual
and the Code.

3. 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 zone where the semen collection facilities are
located is not free:

a) Brucellosis —Chapter8-4-

b) Foot and mouth disease — Articles 8.7.15., 8.7.16., 8.7.17. or 8.7.18.
c) Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8.2.15.

d) Transmissible gastroenteritis — Article 15.3.4.
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e) African swine fever — Article 15.1.8. or Article 15.1.9.
f)  Classical swine fever — Article 15.2.10. or Article 15.2.11.

g) 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)

2)

3)

4)

5)

6)

7)

8)

9)

The floor of the mounting area should be clean and provide safe footing. A dusty floor should be
avoided.

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 sanitized after the collection of each ejaculate. Disposable plastic covers
may be used.

The hand of the person collecting the semen should not come into contact with the animal’s penis.
Disposable gloves should be worn by the collector and changed for each collection.

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 such as 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.

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.

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.

When successive ejaculates are being collected, a new artificial vagina should be used for each
mounting. The vagina should also be changed when the animal has inserted its penis without
ejaculating.

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.

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.

Article 4.6.7.

Conditions applicable to the handling of semen and preparation of semen samples
in the laboratory

1.

Diluents

a) All receptacles used should have been sterilised.
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4.

b) Buffer solutions employed in diluents prepared on the premises should be sterilised by filtration
(0.22 pym) 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.

c) 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.

d) Whenever milk, egg yolk or any other animal protein is used in preparing the semen diluent, the
product should be free of pathogens or sterilised; milk heat-treated at 92°C for 3-5 minutes, eggs
from SPF flocks when available. When egg yolk 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.

e) Diluent should not be stored for more than 72 hours at +5°C before use. A longer storage period
is permissible for storage at -20°C. Storage vessels should be stoppered.

f) 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 ug), tylosin (50 ug),
lincomycin—spectinomycin (150/300 ug); penicillin (500 1U), streptomycin (500 pg), lincomycin-
spectinomycin (150/300 pg); or amikacin (75 ug), divekacin (25 pg).

The names of the antibiotics added and their concentration should be stated in the international
veterinary certificate.

Procedure for dilution and packing

a) The tube containing freshly collected semen should be sealed as soon as possible after collection,
and kept sealed until processed.

b)  After dilution and during refrigeration, the semen should also be kept in a stoppered container.

c) 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.

d) If sealing powder is used, care should be taken to avoid its being contaminated.

Conditions applicable to the storage and identification of frozen semen

Semen for export should be stored in straws separately from other genetic material not meeting the
requirements of this chapter with fresh liquid nitrogen in sterilised/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).

Prior to export, semen straws should clearly and permanently be identified and placed into new liquid
nitrogen in a new or sterilised flask or container under the supervision of an Official Veterinarian. The
contents of the container or flask should be verified by the Official Veterinarian prior to sealing with an
official numbered seal before export and accompanied by an international veterinary certificate listing
the contents and the number of the official seal.

Sperm sorting

Equipment used for sex-sorting sperm should be clean and disinfected between animals according to
the recommendations of the licenser of the system. Where seminal plasma, or components thereof, is
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added to sorted semen prior to cryopreservation and storage, it should be derived from animals of
same or better health status.

Semen straws containing sex-sorted sperm should be permanently identified as such.

—  Text deleted.
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Annex 1X

CHAPTER 4.7.

COLLECTION AND PROCESSING OF IN VIVO
DERIVED EMBRYOS FROM LIVESTOCK AND
EQUIDS

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

Article 4.7.1.

Aims of control
The purpose of official sanitary control of in vivo derived embryos intended for movement internationally is
to ensure that specific pathogenic organisms, which could be associated with embryos, are controlled and
transmission of infection 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) The team should be approved by the Competent Authority.
2) The team should be supervised by a team veterinarian.

3) The team veterinarian is responsible for all team operations which include verification of donor health
status, sanitary handling and surgery of donors and disinfection and hygienic procedures.

4) 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 infection.

5) 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;
c) storing embryos.
These facilities need not necessarily be at the same location.
6) The embryo collection team should keep a record of its activities, which should be maintained for
inspection by the Veterinary Authority for a period of at least two years after the embryos have been

exported.

7) The embryo collection team should be subjected to regular inspection at least once a year by an
Official Veterinarian to ensure compliance with procedures for the sanitary collection, processing and
storage of embryos.

Article 4.7.3.

Conditions applicable to processing laboratories
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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, or 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 permanent laboratories
should have a clear separation between dirty areas (animal handling) and the clean processing area.

Additionally:

1) The processing laboratory should be under the direct supervision of the team veterinarian and be
regularly inspected by an official veterinarian.

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

Donor animals

a) The Veterinary Authority should have knowledge of, and authority over, the herd/ or flock from
which the donor animals have been sourced.

b) The donor animals should not be situated in a herdf or flock subject to veterinary restrictions for
OIE listed disease or pathogens for relevant species (see Chapter 1.2.), other than those that are
in International Embryo Transfer Society (IETS) Category 1 for the species of embryos being
collected (see Atrticle 4.7.14.).

c) At the time of collection, the donor animals should be clinically inspected by the team veterinarian,
or by a veterinarian responsible to the team veterinarian and certified to be free of clinical signs of
diseases.

Semen donors

a) Semen used to inseminate donor animals artificially should have been produced and processed
in accordance with the provisions of Chapter 4.6.

b) 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
diseases were not transmitted. An alternative may be to test an aliquot of semen from the same
collection date.

c) 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.
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Annex 1X (contd)

Article 4.7.5.

Risk management

With regard to disease transmission, transfer of in 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

2)

3)

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 or zone;

b) the health status of the herds or flocks and the donors from which the embryos are collected;

c) the pathogenic characteristics of the specified disease agents that are of concern to the
Veterinary Authority of the importing country.

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 least ten 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.

c) Sometimes, for example when inactivation or removal of certain viruses, such as bovine
herpesvirus-1 and Aujeszky's disease virus, is required, the standard washing procedure should
be modified to include additional washes with the enzyme trypsin, as described in the IETS
Manual.

d) The zona pellucida of each embryo, after washing, should be examined over its entire surface
area at not less than 50X magnification to ensure that it is intact and free of adherent material.

e) All shipments of embryos should be accompanied by a statement signed by the team veterinarian
certifying that these embryo processing procedures have been completed.

The third phase, which is applicable to diseases not included in Category 1 of the IETS categorisation
(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 herd or flock 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.
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Annex 1X (contd)

Article 4.7.6.

Conditions applicable to the collection and storage of embryos

1.

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 Manual and 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 Manual.

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

1

The testing of samples can be requested by an importing country to confirm the absence of pathogenic
organisms that may be transmitted via in 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 Manual) is at an acceptable level.

Samples may 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 should be washed according to the IETS Manual and pooled for testing if requested by the
importing country. 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
filter should be rinsed off into the retained fluid.

c) Washing fluids
The last four washes of the embryos and oocytes should be pooled according to the IETS Manual.

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 lower.
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2)

Annex 1X (contd)

When treatment of the viable embryos is modified to include additional washings with the enzyme
trypsin (see point 2(c) in Article 4.7.5.), the procedure should be carried out according to the IETS
Manual. Enzyme treatment is necessary only when pathogens for which the IETS recommends this
additional treatment (such as with trypsin) may be present. It should be noted that such a 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

2)

3)

4)

5)

6)

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 Veterinary Authority of the exporting country
where there is no risk of contamination of the embryos.

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 system recommended in the IETS Manual.

Liquid nitrogen containers should be sealed under the supervision of the Official Veterinarian 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 carried 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.

Article 4.7.11.

Specific conditions 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 horses routinely involved in events or
competitions at the international level. For instance, in appropriate circumstances horses travelling with an
international veterinary certificate may be exempt where mutually agreed upon on a bilateral basis between
the respective Veterinary Authorities.

Annex 1X (contd)
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Article 4.7.12.
Specific conditions 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 international trade.

The development of cryopreservation methods for storage of camelid embryos is still at an early stage, and
also that pathogen interaction studies with camelid embryos have not yet been carried out.

Article 4.7.13.

Specific conditions 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 related 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 of the IETS, the following listed-diseases and pathogenic agents are categorised
into four categories, which applies only to in vivo derived embryos.

1. Category1
a) Category 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 Manual.

b) The following diseases or pathogenic agents are in category 1:

Infection with Aujeszky’s disease virus (pigs): trypsin treatment required

Bluetongue (cattle)

—  Bovine spongiform encephalopathy (cattle)
—  Brucella abortus (cattle)

—  Enzootic bovine leukosis

—  Foot and mouth disease (cattle)

— Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis: trypsin treatment required

Scrapie (sheep).

2. Category 2
a) 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 Manual, but for which additional transfers are required to verify
existing data.

b) The following diseases are in category 2:
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Bluetongue (sheep)
Caprine arthritis/encephalitis

Infection with Sclassical swine fever virus.

3. Category 3

a)

b)

Category 3 diseases or pathogenic agents are those for which preliminary evidence indicates that
the risk of transmission is negligible provided that the embryos are properly handled between
collection and transfer according to the IETS Manual, but for which additional in vitro and in vivo

experimental data are required to substantiate the preliminary findings.

The following diseases or pathogenic agents are in category 3:

Atypical scrapie (not a listed disease)

Bovine immunodeficiency virus (not a listed disease)

Bovine spongiform encephalopathy (goats) (not a listed disease of goats)
Bovine viral diarrhoea virus (cattle)

Campylobacter fetus (sheep) (not a listed disease of sheep)
Foot and mouth disease (pigs, sheep and goats)

Haemophilus somnus (cattle) (not a listed disease)

Maedi-visna (sheep)

Mycobacterium paratuberculosis (cattle)

Neospora caninum (cattle) (not a listed disease)

Ovine pulmonary adenomatosis (not a listed disease)

Porcine circovirus (type 2) (pigs) (not a listed disease)

Porcine reproductive and respiratory disease syndrome (PRRS)
Infection with Rrinderpest virus (cattle)

Swine vesicular disease (not a listed disease).

4. Cateqgory 4

a)

Category 4 diseases or pathogenic agents are those for which studies have been done, or are in

progress, that indicate:

D)

i)

that no conclusions are yet possible with regard to the level of transmission risk; or

the risk of transmission via embryo transfer might not be negligible even if the embryos are
properly handled according to the IETS Manual between collection and transfer.
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b) The following diseases or pathogenic agents are in category 4:

—  African swine fever

—  Akabane (cattle) (not a listed disease)

—  Bovine anaplasmosis

—  Bluetongue (goats)

— Border disease (sheep) (not a listed disease)
—  Bovine herpesvirus-4 (not a listed disease)

—  Chlamydia psittaci (cattle, sheep)

—  Contagious equine metritis

—  Enterovirus (cattle, pigs) (not a listed disease)

—  Infection with equid herpesvirus 1 (Equine rhinopneumonitis)

—  Infection with Eequine-viral arteritis virus

—  Escherichia coli 09:K99 (cattle) (not a listed disease)

—  Leptospira borgpetersenii serovar hardjobovis (cattle) (not a listed disease)
—  Leptospira sp. (pigs) (not a listed disease)

—  Lumpy skin disease

—  Mycobacterium bovis (cattle)

—  Mycoplasma spp. (pigs)

—  Ovine epididymitis (Brucella ovis)

— Parainfluenza-3 virus (cattle) (not a listed disease)

—  Parvovirus (pigs) (not a listed disease)

—  Q fever (Coxiella burnetii)

—  Scrapie (goats)

—  Tritrichomonas foetus (cattle)

—  Ureaplasma and Mycoplasma spp. (cattle, goats) (not a listed disease)

—  Vesicular stomatitis (cattle, pigs) (not a listed disease).

—  Text deleted.
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CHAPTER 5.2.

CERTIFICATION PROCEDURES

EU comment

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

Article 5.2.1.
Protection of the professional integrity of the certifying veterinarian

Certification should be based on the highest possible ethical standards, the most important of which is that
the professional integrity of the certifying veterinarian should be respected and safeguarded according to
Chapters 3.1. and 3.2.

It is essential to include in any requirements only those specific statements that can be accurately and
honestly signed by a certifying veterinarian. For example, these requirements should not include
certification of an area as being free from diseases other than notifiable diseases, or the occurrence of
which the signing veterinarian is not necessarily informed about. It is unacceptable to ask for certification for
events which will take place after the document is signed when these events are not under the direct control
and supervision of the signing veterinarian.

Certification of freedom from diseases based on purely clinical freedom and herd history is of limited value.
This is also true of diseases for which there is no specific diagnostic test, or the value of the test as a
diagnostic aid is limited.

The note of guidance referred to in Article 5.1.1. is not only to inform the signing veterinarian but also to
safeguard professional integrity.

Article 5.2.2.
Certifying veterinarians
Certifying veterinarians should:

1) be authorised by the Veterinary Authority of the exporting country to sign international veterinary
certificates;

2) only certify matters that are within their own knowledge at the time of signing the certificate, or that
have been separately attested by another competent party;

3) sign only at the appropriate time certificates that have been completed fully and correctly; where a
certificate is signed on the basis of supporting documentation, the certifying veterinarian should have
verified or be in possession of that documentation before signing;

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

Article 5.2.3.
Preparation of international veterinary certificates
Certificates should be drawn up in accordance with the following principles:

1) Certificates should be designed so as to minimise the potential for fraud including use of a unique
identification number, or other appropriate means to ensure security. Paper certificates should bear the
signature of the certifying veterinarian and the official identifier (stamp) of the issuing Veterinary
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2)

3)

4)

5)

6)

7

8)

9)

Authority. Each page of a multiple page certificate should bear the unique certificate number and a
number indicating the number of the page out of the total number of pages. Electronic certification
procedures should include equivalent safeguards.

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

If so required, certificates should be written in the language of the importing country. In such
circumstances, they should also be written in a language understood by the certifying veterinarian.

Certificates should require appropriate identification of animals and animal products except where this
is impractical (e.g. day-old birds).

Certificates should not require a veterinarian to certify matters that are outside his/her knowledge or
which he/she cannot ascertain and verify.

Where appropriate, when presented to the certifying veterinarian, certificates should be accompanied
by notes of guidance indicating the extent of enquiries, tests or examinations expected to be carried
out before the certificate is signed.

The text of a certificate should not be amended except by deletions which should be signed and
stamped by the certifying veterinarian.

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

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

10) Only original certificates are acceptable.

Article 5.2.4.

Electronic certification

1

Certification may be provided by electronic exchange of data decumentation sent directly from the
Veterinary Authority of the exporting country to the Veterinary Authority of the importing country.

a) Systems providing electronic certificates normally provide an interface with the commercial
organisation marketing the commodity for provision of information to the certifying authority. The
certifying veterinarian should have access to all information such as laboratory results and animal
identification data.

b) When exchanging electronic certificates and in order to fully utilise electronic data exchange the
Veterinary Authorities should use internationally standardised language, message structure and
exchange protocols. Guidance for electronic certification in standardised Werd\Wide—\Web
Consortivm—AW3C) Extensible Markup Language (XML sehemas) as well as secure exchange
mechanisms between Veterinary Authorities is provided by the United Nations Centre for Trade
Facilitation and Electronic Business (UN/CEFACT).

A secure method of electronic data exchange should be ensured by digital authentication of the
certificates, encryption, non-repudiation mechanisms, controlled and audited access and firewalls.

(g
~
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2) Electronic certificates may be in a different format but should carry the same information as
conventional paper certificates.

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

4) The certifying veterinarian should be officially responsible for the secure use of his/her electronic
signature.

—  Text deleted.
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CHAPTER 6.5.

PREVENTION, DETECTION AND CONTROL OF
SALMONELLA IN POULTRY

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

Article 6.5.1.
Introduction
This chapter provides recommendations on the prevention, detection and control of Salmonella in poultry.

Salmonellosis is one of the most common food-borne bacterial diseases in the world. The great majority of
Salmonella infections in humans are food-borne with Salmonella Enteritidis and Salmonella Typhimurium
accounting for a major part of the problem. Salmonella serotypes and prevalence may vary considerably
between localities, districts, regions and countries and therefore, surveillance and identification of the
prevalent Salmonella serotypes in humans and poultry should be carried out in order to develop a control
programme for the area.

In most food animal species, Salmonella can establish a clinically inapparent infection of variable duration,
which is significant as a potential zoonosis. Such animals may be important in relation to the spread of
infection between flocks and as causes of human food-borne infection. In the latter case, this can occur
when meat and eggs, or their products, enter the food chain thus producing contaminated food.

Article 6.5.2.

Purpose and scope

This chapter deals with methods for on farm prevention, detection and control of Salmonella in poultry, and
complements the Codex Alimentarius Code of Hygienic Practice for Meat (CAC/RCP 58-2005), 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/GL 78-2011). A pathogen reduction strategy at the
farm level is seen as the first step in a continuum that will assist in reducing the presence of food-borne
pathogens in eggs and meat.

Hygiene and biosecurity procedures to be implemented in poultry farms and hatcheries are described in
Chapter 6.4. on Biosecurity Procedures in Poultry Production.

The recommendations presented in this chapter are relevant to the control of all Salmonella with special
attention to S. Enteritidis and S. Typhimurium, as these are common Salmonella serotypes in many
countries. It should be noted that the epidemiology of animal and human salmonellosis in a particular
locality, district, region or country is important for effective control of Salmonella.

Article 6.5.3.

Definitions

Breeders: means poultry destined for the production of fertile eggs for incubation for the purpose of
producing day-old birds.

Competitive exclusion: means the administration of defined or undefined bacterial flora to poultry to
prevent gut colonisation by enteropathogens, including Salmonella.

Culling: means the destruction or slaughter of a flock before the end of its normal period.
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Layers: means poultry during the period of laying eggs for human consumption.
Article 6.5.4.
Surveillance of poultry flocks for Salmonella

Where justified by risk assessment, surveillance should be carried out to identify infected flocks in order to
take measures that will reduce the prevalence in poultry and the risk of transmission of Salmonella to
humans. Sampling methods, frequency and type of samples required should be determined by the
Veterinary Services based on a risk assessment. Microbiological testing is preferred to serological testing
because of its higher sensitivity in broiler flocks and higher specificity in breeder and layer flocks. In the
framework of regulatory programmes for the control of Salmonella in poultry and salmonellosis in humans,
confirmatory testing may be required to exclude false positive or negative results.

1. Available methods for sampling

Drag swabs: sampling is done by dragging swabs throughout the poultry house.

Boot swabs: sampling is done by walking throughout the poultry house with absorbent material placed
over the footwear of the sampler.

Dust samples: sampling is done by collecting dust from exhaust fans, screens and other equipment in
the poultry house.

Faecal samples: multiple fresh faecalt or caecal samples collected from different areas in the poultry
house.

Meconium, chick box liners, dead in shell and culled day-old birds at the hatchery.
Hatchery samples: throughout the hatchery, including inside the incubators.

2. Sample size
Refer to the Terrestrial Manual.

3. Laboratory methods

Refer to the Terrestrial Manual.

4. Time and frequency of testing

Time and frequency of sampling for each poultry type are listed below:
a) Breeders and hatcheries
i)  Breeder flocks before lay

— Before the end of the first week of life when the status of the breeder flock or the
hatchery is not known or does not comply with this chapter.

— Within the four weeks before being moved to another house, or before going into
production if the birds will remain in the same house for the production period.

—  One or more times during the growing period if there is a culling policy in place. The
frequency would be determined on commercial considerations.
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i)  Breeder flocks in lay
— Atleast at monthly intervals during the laying period.
— Additional testing should be determined by the Veterinary Services.
iii) Hatcheries
—  Testing at hatcheries should complement on farm testing.
—  The minimal frequency should be determined by the Veterinary Services.
b)  Poultry for the production of eggs for human consumption
i)  Flocks grown to be layers

Before the end of the first week of life when the status of the breeder flock or the
hatchery is not known or does not comply with this chapter.

—  Within the four weeks before being moved to another house, or before going into
production if the birds will remain in the same house for the production period.

— One or more times during the growing period if there is a culling policy in place. The
frequency would be determined by commercial considerations.

ii)  Layer flocks

— At expected peak of lay for each production cycle (the period of time in the laying cycle
when the production of the flock is highest).

— One or more times if there is a culling policy in place or if eggs are diverted to
processing for the inactivation of the pathogen. The minimal frequency should be
determined by the Veterinary Services.

c) Poultry for the production of meat

i)  Flocks should be sampled at least once.

i)  When sampling occurs on farms and when there is a long period (two weeks or more)
between thinning and final depopulation, further testing should be considered.

iii)  When sampling occurs on farms, flocks should be sampled as late as possible before the
first birds are transported to the slaughterhouse. In order to allow for the implementation of
control measures during processing, this should be done at a time that ensures the results
are available before slaughter.

Whether sampling occurs on the farm which is more appropriate for consequent control measures
or at the processing plant, there should be an integrated system in place which allows for
investigation of the source of positive flocks.

d) Testing of empty poultry houses

Bacteriological monitoring of the efficacy of disinfection procedures is recommended when
Salmonella have been detected in the previous flock.

As appropriate, sampling of equipment and surfaces as well as boot swabs or drag swabs of the
empty poultry house after depopulation, cleaning and disinfection.
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Results from surveillance may lead to the implementation of additional prevention and control measures to
reduce the risk of transmission of Salmonella to humans:

1) In breeders, control measures may be implemented to reduce the transmission of Salmonella to the
next generation, especially for trans-ovarian transmitted serotypes such as S. Enteriditis.

2) In layer flocks, control measures will reduce and may eliminate contamination of eggs with Salmonella.

3) In poultry for meat production, control measures may be implemented at slaughter or further down the
food chain.

Article 6.5.5.
Prevention and control measures

Salmonella prevention and control may be achieved by adopting Good Agricultural Practices and Hazard
Analysis Critical Control Point (HACCP), and general measures detailed in Chapter 6.4. on Biosecurity
Procedures in Poultry Production, in combination with the following additional measures, where appropriate.
No single measure used alone will achieve effective Salmonella control.

Additional prevention and control measures include vaccination, competitive exclusion, use of organic acids,
culling and product diversion to processing.

Antimicrobial agents should not be used to control infection with Salmonella in poultry because the
effectiveness of the treatment is limited, may mask the infection at sampling, has the potential to produce
residues in meat and eggs and can contribute to the development of antimicrobial resistance. Antimicrobial
agents may also reduce normal flora in the gut and increase the likelihood of colonisation with Salmonella.
In special circumstances antimicrobial agents may be used to salvage birds with high genetic value.

1) Day-old birds used to stock a poultry house should be obtained from breeder flocks and hatcheries
that have been monitored according to this chapter and in which no evidence of S. Enteritidis and S.
Typhimurium has been detected.

2) Layer and breeder flocks should be stocked from flocks that have been monitored according to this
chapter and in which no evidence of S. Enteritidis and S. Typhimurium has been detected.

3) Feed contamination with Salmonella is known to be a source of infection for poultry. Therefore, it is
recommended to monitor the Salmonella status of poultry feed, and if found positive to take corrective
measures. Heat treated feeds with or without the addition of other bactericidal or bacteriostatic
treatments, e.g. organic acids, are recommended. Where heat treatment is not possible, the use of
bacteriostatic or bacteridical treatments is recommended. Feed should be stored in clean closed
containers to prevent access by wild birds and rodents. Spilled feed should be cleaned up immediately
to remove attractants for wild birds and rodents.

Treated feed should be handled and stored in such a way as to avoid recontamination.

4) Competitive exclusion may be used in day-old birds to reduce colonisation by Salmonella. When used,
competitive exclusion should be administered according to the instructions provided by the
manufacturer and in accordance with the standards and recommendations of the Veterinary Services.

5) Vaccines are used against Salmonella infections caused by different serotypes in various poultry
species, including single or combined vaccines. Vaccines produced according to the Terrestrial
Manual should be used.

If live vaccines are used, it is important that field and vaccine strains be easily differentiated in the
laboratory. If serology is used as the surveillance method, it may not be possible to distinguish
between vaccination and infection with a field strain.
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Vaccination can be used as part of an overall Salmonella control programme. It is recommended that
vaccination not be used as the sole control measure.

When the status of the breeder flock or the hatchery from which the flock originates is not known or
does not comply with this chapter, vaccination of flocks, starting with day-old birds, against the
Salmonella serotypes known to be significant should be considered.

Vaccination against the Salmonella serotypes known to be significant should be considered when
moving day-old birds to a previously contaminated shed so as to minimise the risk of the birds
contracting Salmonella infection.

When used, vaccines should be administered according to the instructions provided by the
manufacturer and in accordance with the standards and recommendations of the Veterinary Services.

Vaccination against S. Enteritidis can cause cross-reactions in Salmonella Pullorum/S. Gallinarum
serological tests and needs to be considered when implementing measures for these pathogens.

Depending on animal health, risk assessment, and public health policies, culling is an option to
manage infected breeder and layer flocks. Infected flocks should be destroyed or slaughtered and
processed to minimise human exposure to Salmonella.

If culling is not applied, eggs for human consumption should be diverted for processing for inactivation
of Salmonella.

S. Enteritidis is characterised by its ovarian transmission pattern. Countries should set targets for
eradicating (or significantly reducing) S. Enteritidis from egg-producing flocks through a guided policy
for eradication from the top of the production pyramid, i.e. from grandparent flocks through breeder
flocks to layer flocks.

The responsible veterinarian should evaluate the results of surveillance testing for Salmonella and
supervise the implementation of appropriate control measures. These results should be available to
the veterinarian before marketing if a veterinary certificate for flock Salmonella status is required.
When required by the Competent Authority, the veterinarian or other person responsible for notification
should notify the Competent Authority if the presence of Salmonella of the relevant serotype is
confirmed.

Article 6.5.6.

Prevention of Salmonella spread from infected flocks

If a flock is found infected with specific Salmonella serotypes of concern, the following actions should be
taken in addition to general measures detailed in Chapter 6.4. on Biosecurity Procedures in Poultry
Production:

1

2)

3)

4)

According to the epidemiological situation, investigations should be carried out to determine the origin
of the infection.

Movement of poultry flocks at the end of the production cycle should only be allowed for slaughter or
destruction. Special precautions should be taken in the transport, slaughter and processing of the birds,
e.g. they could be sent to a separate slaughterhouse or processed at the end of a shift before cleaning
and disinfection of the equipment.

Litter should not be reused as such. Used poultry litter, carcasses and other potentially contaminated
farm waste should be disposed of in a safe manner to prevent the direct or indirect exposure of
humans, livestock and wildlife to Salmonella. Particular care needs to be taken when utilising used
poultry litter to fertilise plants intended for human consumption. If litter is not removed, it should be
treated in a manner to inactivate infectious agents, to prevent the spread from one flock to the next.

Particular care should be taken in cleaning and disinfection of the poultry house and equipment.
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5) Before restocking the facility, a bacteriological examination should be carried out as detailed in this
chapter and the Terrestrial Manual.

Article 6.5.7.
Recommendations for introduction of live poultry (other than day-old birds)
Introduced live poultry (other than day-old birds) should:

1) originate from a flock that participates in a Salmonella surveillance programme in accordance with the
recommendations in Article 6.5.4.;

2) originate from a flock in which no evidence of S. Enteritidis and S. Typhimurium has been detected
prior to movement and have had no contact with birds or other material from flocks that do not comply
with this chapter;

3) originate from a flock that complies with the recommendations in Chapter 6.4.

Article 6.5.8.

Recommendations for introduction of day-old birds

Introduced day-old birds should:

1) show no clinical sign of salmonellosis on the day of shipment;

2) originate from a breeder flock and a hatchery that participate in a Salmonella surveillance programme
in accordance with the recommendations in Article 6.5.4.;

3) originate from a breeder flock and a hatchery in which no evidence of S. Enteritidis and S.
Typhimurium has been detected and have had no contact during setting, incubation or hatching with
hatching eggs or other material from establishments that do not comply with this chapter;

4) originate from a breeder flock and a hatchery that comply with the recommendations in Chapter 6.4.;

5) Dbe transported in new and or clean containers.

Article 6.5.9.

Recommendations for introduction of hatching eggs
Introduced hatching eggs should:

1) originate from a breeder flock that participates in a Salmonella surveillance programme in accordance
with the recommendations in Article 6.5.4.;

2) originate from a breeder flock in which no evidence of S. Enteritidis and S. Typhimurium has been
detected and have had no contact with poultry or other material from establishments that do not
comply with this chapter;

3) originate from a breeder flock that complies with the recommendations in Chapter 6.4.;

4)  be transported in new and clean packaging materials.

—  Text deleted.
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DRAFT CHAPTER 7.X.

ANIMAL WELFARE AND DAIRY CATTLE
PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE for its work and for taking many of the EU comments into
consideration. We can in general agree to the changes made in this chapter. We do
nevertheless still have some comments as indicated below.

Article 7.X.1.
Definition
Dairy cattle production systems are defined as all commercial cattle production systems where the purpose
of the operation includes some or all of the breeding, rearing and management of cattle intended for
production of milk.

Article 7.X.2.
Scope
This chapter addresses the welfare aspects of dairy cattle production systems.

Article 7.X.3.

Commercial dairy cattle production systems

Commereial-dDairy cattle in_ commercial production may be kept in housed or pastured systems, or a
combination of bothsystems-inelude:

1. Housed erconfined

These are systems where cattle are_k n a form rf indoors or s in
confinement and are fully dependent on humans to provide for basic animal needs such as food,
shelter and water en-a-daily-basis. The type of the housing will depend on the environment, climatic
conditions and management system. The animals may be leese housed unrestrained or tethered,
within this housing system.

EU comment

The EU asks the OIE to consider retaining the original title for this production system
"housed or confined™ and to consider a slight alteration of the wording of the first
sentence.

"These are systems where cattle are kept en-a-formed-surface indoors or confined
outdoors on a manufactured surface and are fully dependent on humans to provide for
basic animal needs such as food, shelter and water.""

Justification:
It is contradictory to talk of animals being housed outdoors.

2. Pastured
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These are systems where cattle have-the-freedom-toroam live outdoors, and where-the—cattle have
some autonomy over diet selection {through—grazing), water consumption and access to shelter.

Pastured systems do not involve exeldde any housing except that required for milking.

3. Combination systems

These are systems where cattle are managed in expesed-te any combination of housed heusing;
confinement-or and pasture husbandrymethoeds production systems, either simultaneously, or varied

according to weather ehanges-in-climatic-conditions or physiological state of the cattle.

Article 7.X.4.
Criteria (or measurables) for the welfare of dairy cattle

The foIIowing outcome-based criteria, specifically animal-based criteria, can be useful indicators of animal
welfare. ideration sh iven to th ign of th tem an kmanship. The use of
these |nd|cators and their approprlate thresholds should be adapted to the d|fferent situations where dairy
cattle are managed. © m. These criteria can be

considered as a tool to monltor the—e#teteney mgact of deS|gn and management given that both of these
can affect animal welfare willbe-affected-by-both-system-design-and-stockmanship.

1. Behaviour

Certain behaviours could indicate an animal welfare problem. These include decreased feed intake,
altered locomotory behaviour and posture, altered lying time, human-animal-relationship; altered
respiratory rate and panting, coughing, shivering and huddling, grooming and the demonstration of
stereotypic, agonistic, aggressive, depressive or other abnormal behaviours (Wiepkema et al., 1983;
Moss, 1992; Desire et al., 2002; Appleby, 2006; Mason and Latham, 2004; Lawrence, 2008; Chapinel
et al., 2009).

EU comment

The EU asks the OIE to consider rephrasing slightly the new elements introduced in the
second sentence.

"These include decreased feed intake, altered locomotory behaviour and posture,
altered lying time, altered respiratory rate and panting, coughing, shivering and
huddling,_excessive grooming and the demonstration of stereotypic, agonistic, depressive
or other abnormal behaviours."

Justification:

Grooming in itself is not an indicator of an animal welfare problem, whilst excessive
grooming may be.

2. Morbidity rates

Morbidity rates, including for infectious and metabolic diseases such—as—mastitis—and—metritis,
lameness, metabolic-diseases;parasitic-diseases, post-partum and post-procedural complications and
injury rates, above recognised thresholds, may be direct or indirect indicators of the animal welfare
status of the whole herd. Understanding the aetiology of the disease or syndrome is important for
detecting potential animal welfare problems (Blecha, 2000). Mastitis, lameness, reproductive and

ic di icularly important animal health problems for It dairy cows. Scoring
systems, such as body condition, lameness seering and milk quality, can provide additional information
(Sprecher et al., 1997; Roche et al., 2004; EFSA, 2012)

Both clinical examination and pathology should be utilised as an indicator of disease, injuries and other
problems that may compromise animal welfare. Pest-mortem examination is-useful-to-establish-causes
of death-in-cattle-
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3. Mortality and culling rates
Mortality and culling rates; affect the length of productive life; and, like morbidity rates, may be direct or
indirect indicators of the animal welfare status (Moss, 1992). Depending on the production system,
estimates of mortality_and culling rates can be obtained by analysing_the rate-and causes of death and
culling and the their temporal tempere and spatial patterns of mertality occurrence. Mortality and
culling rates should ean be reported_recorded regularly, i.e. daily, monthly, annually or with reference
to key husbandry activities within the production cycle.
Necropsy is useful in establishing causes of death.

EU comment

The EU asks the OIE to consider rephrasing the above sentence as follows:

""Necropsy is relevant to perform when there are unexplained animal deaths so as to
wusefuln establishing the causes of death.™

Justification:

The cases when a necropsy is considered necessary should be highlighted.

4,

Changes in milk-vield: body weight, and body condition and milk yield

In growing animals, body weight gain{failure—to—achieve—appropriate changes outside the expected
growth rate eurve) especially excessive sudden loss may-be are anindicators of poor animal-health
and animal health or animal welfare. Future performance, including milk vield and fertility, of
replacement heifers can be affected by under- or over-nutrition at different stages of rearing.

In lactating arimals animals, body condition seere-outside an acceptable range, significant body weight
change and significant decrease in milk yield may be indicators of compromised welfare (Roche et al.,
2004; Roche et al., 2009).

In non-lactating animals animals, including bulls, body condition seere outside an acceptable range
and significant body weight change may be indicators of compromised welfare.

Reproductive efficiency

Reproductive efficiency can be an indicator of animal health and animal welfare status. Poor

reproductive performance, compared with the performance expected standard for that particular breed,
can indicate animal welfare problems. Examples may include:

—  anoestrus or extended post-partum interval prolonged-post-partum-anoestrus,

—  low conception rates,

—  high abortion rates,

—  high rates of dystocia,
—  retained placenta,

—  metriti

—  loss of fertility in breeding bulls.

Physical appearance

Physical appearance may be an indicator of animal health and animal welfare, as well as the
conditions of management. Attributes of physical appearance that may indicate compromised welfare
include:

—  presence of ectoparasites,

— abnormal coat colour, texture or hair loss,
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—  excessive soiling with faeces, mud or dirt (cleanliness),

—  abnormal swellings, injuries and lesions,

— discharges (e.g. from nose, eyes, reproductive tract

—  feet abnormalities,

- normal ture indicati i .g. roun ack, h low

— emaciation and dehydration.

Handling responses

Improper handling can result in fear and distress in cattle. Indicators eeuld include:

evidence of poor human-animal relationship, such as excessive flight distance,

— negative behaviour at milking time, such as reluctance to enter the milking parlour, kicking,
vocalisation,

—  percentage-of animals animals striking restraints or gates,

—  percentage—of animals—injured injuries sustained during handling, such as bruising, lacerations,
broken horns or tails and fractured legs,

—  percentage-of-animals animals vocalising abnormally or excessively during restraint and handling,
— disturbed behaviour in the chute or race such as repeated reluctance to enter behaviour,
—  percentage-of animals animals slipping or falling.

Complications due-te from reutine common procedures management

Surgical and non-surgical procedures may be performed in dairy cattle for improving—animal
pe#epmanee faC|I|tat|ng management—anel |mprovmg human safety and anlmal welfare (e.q.
hoof i

displaced abomasum). However, if these procedures are not performed properly, animal welfare_can
be compromised. Indicators of such problems could include:

—  post procedure infection and, swelling and pain behaviour,
—  reduced feed and water intake

—  post procedure body condition and weight loss,

—  morbidity and mortality.

Article 7.X.5.

Provisions for good animal welfare

Ensuring high good welfare of dairy cattle is contingent on several management factors, including system
design, environmental management, and stockmanship which includes responsible husbandry and
provision of appropriate care. Serious problems can arise in any system if one or more of these elements
are lacking.

Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.X.4.
This does not exclude other measures being used where appropriate.

1.

Recommendations on system design and man ment including physical environment
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When new facilities are planned or existing facilities are modified, professional advice on design in

regards to animal health and welfare should be sought {e-g—Milk-Development-Council-2006).

Many aspects of the environment can impact on the health and welfare of dairy cattle. These include
heat and cold, air quality, lighting, noise, etc.

a)

b)

Thermal 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.

D)

i)

Heat stress

The risk of heat stress for cattle is influenced by environmental factors including air
temperature, relative humidity, and wind speed, animal density (ar nd volume availabl
per animal), lack of sufficient shade,-arg animal factors including breed, age, body condition,
metabolic rate_and stage of lactation, and coat colour and density (West, 2003; Bryant et al.,
2007).

Animal handlers should be aware of the risk that heat stress poses to cattle and of the
thresholds in relation to heat and humidity that may require action. As conditions change,
routine daily activities that require moving cattle should be amended appropriately. If the risk
of heat stress reaches very high levels the animal handlers should institute an emergency
action plan that could include provision of shade, fans, easy access to additional drinking

water, reduction of animal density, and provision of cooling systems as appropriate for the
local conditions (Igono et al., 1987; Kendall et al., 2007; Blackshaw and Blackshaw, 1994).

Outcome-based measurables: feed and water intake, behaviour, ineluding—especially

respiratory rate and panting, physical appearance, especially dehydration, morbidity rate,
mortality rate, changes in milk yield.

Cold stress

Protection from extreme weather conditions should be provided when these conditions are
likely to create a serious risk to the welfare of cattle, particularly in neonates and young
cattle and others that are physiologically compromised. This could be provided by extra
bedding and natural or man-made shelters (Manninen et al., 2002).

During extreme cold weather conditions, animal handlers should institute an emergency
action plan to provide cattle with shelter, adequate feed and water.

Outcome-based measurables: mortality and morbidity rates, physical appearance,
behaviour, including especially abnormal postures, shivering and huddling, growth_rate
eurve, body condition and weight loss.

Lighting

Ceonfined-Housed cattle that do not have sufficient access to natural light should be provided with
supplementary lighting which follows natural periodicity sufficient for their health and welfare, to
facilitate natural behaviour patterns and to allow adequate and safe inspection of the cattle (Arab
et al., 1995; Dahl et al., 2000; Phillips et al., 2000). The lighting should not cause discomfort to

the animals. Housed dairy cows should be provided with subdued night time lighting. Entrance to
restraint devices should be well lit.

EU comment

The EU asks the OIE to consider inserting a new third sentence to the above paragraph
and to consider splitting into two separate paragraphs as one section now covers the
overall housing while the other focuses on restraint facilities. The new second paragraph
would then read:
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"The lighting of restraint facilities and their surrounding area should to be designed so
as to facilitate the handling of the animals. The entrance and exit to restraint facilities

dewviees should be well lit."”
Justification:

It is not only the entrance that needs to be lighted the animals also need to be
encouraged to enter the device or facility through light environment at the exit.
Therefore also the overall design of the restraint area is important (see for example
Guides to Good Practice for slaughterhouses).

References

Bourguet C, Deiss V, Tannugi CC, Terlouw EMC (2011) Behavioural and physiological
reactions of ,cattle in a commercial abattoir: Relationships with organisational aspects
of the abattoir and animal characteristics. Meat Science 88(1), 158-168

Any Guide to Good Practice for slaughterhouses

<)

d)

e)

Outcome-based measurables: behaviour, especially altered locomotory behaviour, morbidity,
physical appearance; mobility

Air quality

Good air quality and ventilation is-an are important faeter for the health and welfare of cattle by
and reduceing the risk of respiratory discomfort and di . # Air quality is affected by air
constituents such as gases, dust and micro-organisms, and is influenced strongly by
management and building design in housed systems. Fhe-air Air composition is influenced by the
stoecking animal 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 to preventing the build-up
of effluent gases (e.g. ammonia and hydrogen sulphide), including those from manure sterage

systems, and dust in the eenfinement housing unit. Peerairquality-and-poor-ventilation-are-risk
faeteps—fer—resmratew—drseenﬁ#en—and—dlsease& The ammoma level in enclosed housmq should
li npl

to be a Droblem for cattle

Outcome-based measurables: morbidity rate, behaviour; mortality rate, behaviour, especially
respiratory rate or panting, coughing, changes in weight and body condition seere ar; growth rate

eurve_physical appearance, especially wet coat.

Noise

Cattle are adaptable to different levels and types of noise. However, exposure of cattle to sudden
and unexpected noises, including from personnel, should be minimised where possible to prevent
stress and fear reactions. Ventilation fans,_alarms, feeding machinery or other indoor or outdoor
equipment should be constructed, placed, operated and maintained in a manner that minimises

sudden-and-unexpected noise.

Outcome-based measurables: behaviour especiall

behaviedr, changes in milk yield.

Flooring, bedding, resting surfaces and outdoor areas

In all production systems cattle need a well-drained and comfortable place to rest (Baxter et al.,
1983; Baxter, 1992; Moberg and Mench, 2000; Bell and Huxley, 2009; O’Driscoll et al., 2007). All
cattle in a group should have sufficient space to lie down and rest at the same time (Kondo et al.,
2003;_Barrientos et al., 2013; Chapinal et al., 2013).

Particular attention should be given to the provisions for ealving areas used for calving. The
environment in such areas (e.g. floors, bedding, temperature, calving pen and hygiene) should be

OIE Terrestrial Animal Health Standards Commission/September 2014




appropriate to ensure the welfare of calving cows and new born calves (Sepulveda-Varas et al.
accepted).

EU comment

The EU asks the OIE to consider rephrasing slightly the second of the above sentences
as follows:

"The environment in such areas (e.g. floors, bedding, temperature, the construction of
the calving pen and hygiene) should be appropriate to ensure the welfare of calving cows
and new born calves.”

Justification:

It seems more relevant to require that the construction of the pen be such that welfare
problems are avoided.

In housed systems calving areas should be thoroughly cleaned and provided with fresh bedding
between each calving. Group pens for calving should be managed based on the principle ‘all in -

all out’. The group calving pen should be thoroughly cleaned and provided with fresh bedding
tween h animal gr . The time interval between first and last calving of cows kept in th

same group calving pen should be minimised.

Qutdoor calving pens and field should be selected to provide the cow with a clean and
comfortable environment. j it

Floor management in housed production systems can have a significant impact on cattle welfare
(Ingvartsen et al., 1993; Rushen and de Passillé, 1992; Barkema et al., 1999; Drissler et al.,
2005). Areas that compromise welfare and are not suitable for resting (e.g. places with excessive
waterand faecal accumulation, wet bedding (Fregonesi et al., 2007)) should not be included in
the determination ealeulation-of the area available for cattle to lie down.

Slopes of the pens should be-maintained-te allow water to drain away from feed troughs and not
pool exeessivelyin the pens.

Facilities-Flooring, bedding, resting surfaces and outdoor yards should be cleaned as conditions
warrant, to ensure good hygiene, comfort and minimise disease-risk of diseases and injuries.

In pasture systems, stock should be rotated between fields to ensure good hygiene and
minimise disease risk of diseases and injuries.

Some form of bedding should be provided to all animals housed on concrete. In straw, sand or
other bedding systems h r rm rumbled-r r-fill

the bedding should be_suitable (e.g. hygienic, non-toxic) and maintained to provide cattle with a
clean, dry and comfortable place in which to lie (Fisher et al., 2003; Zdanowicz et al., 2004; Bell,
2007; Bell and Huxley, 2009;Fregonesi, et al., 2009).

The design of a standing, or cubicle, or free stall, should be such that the arimals animals can
stand and lie comfortably on a solid surface (e.g. length, width and height should be appropriate
for the size of the largest animal) (Tucker et al. 2003; Tucker et al., 2004; Bell 2007; Cook et al.,
2008; Tucker et al., 2009; Bernardi et al., 2009; Anderson, 2010). There shoul fficient room
for the animal to rest and to rise adopting normal postures, to move its head freely as it stands up,

and to groom itself without difficulty. \Where—pessible-this-design-should-allowfor-the-animal-to

move-its-head-freely-as-t-standsup. Where individual spaces are provided for cows to rest, there
should be at least one space per cow (Fregonesi et al., 2007).

Alleys and gates should be designed and operated to allow free movement of cattle. Eloors

should be deS|gned to minimise slipping and falling, gromote foot health! and reduce the risk_of
glgw injuries. y VOl g v M
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Annex XII (contd)

If a housing system includes areas of slatted floor, cattle, including replacement stock, should
have access to a solid lying area. The slat and gap widths should be appropriate to the hoof size
of the cattle to prevent injuries (Hinterhofer et al., 2006; Telezhenko et al., 2007).

If cattle have to be tethered whether indoors or outdoars, they should, as a minimum, be able to
lie down, and—stand up, maintain normal body posture; and turR—arednd groom themselves
unimpeded. Cows kept in tie stall housing shoul allow: fficient untether Xerci
prevent welfare problems. When tethered outdoors they should be able to walk. Animal handlers
should be aware of the higher risks of welfare problems where cattle are tethered (Loberg et al.,
2004; Tucker et al., 2009).

Where breeding bulls are in housing systems, care should be taken to ensure that they have sight
of other cattle with sufficient space for resting and exercise. If used for natural mating, the floor
should not be slatted or slippery.

Outcome-based measurables: morbidity rates, especially {e-g- lameness; and injury rates (e.q.

hock and knee injuries and skin lesions pressure-sores), behaviour, ially alter

grooming and locomotory behaviour, changes in weight and body condition seere, physical
appearance (e.g. hair loss, cleanliness score), growth rate edrve.

f)  Location, construction and equipment

The impacts of climate an raphical factors on dair ttle_shoul valuated when farm

are established. Efforts should be made to mitigate any negative impacts of those factors
including matching dairy breed to location and consideration of alternate sites.

All facilities for dairy cattle should be constructed, maintained and operated to minimise the risk to
the welfare of the cattle (Grandin, 1980).

In pasture and combination systems tracks and races between the milking area and paddecks
field should be laid out and managed so as to minimise the overall distances walked.
Construction and maintenance of tracks and races, including their surface, should minimise any
risk to the welfare of the cattle, especially from foot health problems.

Equipment for milking, handling and restraining dairy cattle should only be used in a way that

minimises the risk of injury, pain or distress. Manufacturers of such equipment should consider
animal welfare when preparing operating instructions.

EU comment

The EU asks the OIE to consider rephrasing slightly both of the above sentences so that
they read:

"Equipment for milking, handling and restraining dairy cattle should erky be
constructed and used in a way that minimises the risk of injury, pain or distress.
Manufacturers of such equipment should consider animal welfare when_designing it and
when preparing operating instructions."

Justification:

The construction and design of the equipment is equally crucial to minimise the risk of
injury, pain or distress.

welfare problems if not designed and maintained properly.
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EU comment

The EU does not support the amendment made to the above sentence in its entirety. We
therefore propose the following rephrasing for consideration.

"Electrified equipment designed to control animal behaviour (e.g. cow trainer;
electrified-gate) that has been associated with increased incidence of welfare problems
should only be used for a limited period to train the cows and only if may-cause-welfare
preblemsifnet-designed and maintained properly.*

Justification:

The European Food Safety Authority (EFSA) 2009 Scientific Opinion stated that the use
of electric cow trainers increases the risk of hock lesions and that “their use has been
found to be associated with increased incidence of mastitis, ketosis and silent heat”.

In what they characterised as a high priority recommendation EFSA stated "Electric
cow trainers should not be used™. European Food Safety Authority, 2009. Scientific
Opinion of the Panel on Animal Health and Welfare on a request from European
Commission on welfare of dairy cows. The EFSA Journal (2009) 1143, 1-38.

Thus if their use is considered essential they should only be used till the cows have
learned to step back.

Electrified fenc n i houl well- ign nd _maintained to_avoid welfar
problems, and used only according to manufacturer’s instructions

Wher to an rar includin ture, i ible, there m itional benefi
to dairy cattle from the opportunity to graze and exercise, especially and a decreased risk of
lameness.

In all production systems, feed and water provision should allow all cattle to have urimpeded
access to feed and water (DeVries and Keyserlingk, 2005; DeVries et al., 2005, DeVries et al.,

2004; Endres et al., 2005). Eeeding systems should be designed to minimise agonistic behaviour.
Feeders and water providers should be easy to clean and—free—of spoiled,—mouldy—sour;
unpalatable feed-and-faecal-contamination.

EU comment

The EU would ask the OIE to consider amending the final sentence in the above
paragraph as follows:

""Feeders and water providers should be easy to clean and cleaned regularly.
Justification:

An obligation to keep the drinkers clean seems to be missing.

Milking parlours, free stalls, standings, cubicles, races, chutes and pens should be free from
sharp edges and protrusions to prevent injury to cattle.

WherepossibletThere should be a separated area to-closely-examine where individual animals
animals; can be examined closely and which sheuld-have has restraining facilities.

A-hospital-area—for When relevant, sick and injured animals animals should be—p#ewdeel—se—the
animals—can be treated away from healthy animals animals When a dedicated space is provided

this _should accommodate all the needs of the animal e.g. recumbent animals may require
itional ing or an alternative floor rf
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Hydraulic, pneumatic and manual equipment should be adjusted, as appropriate, to the size of
cattle to be handled. Hydraulic and pneumatic operated restraining equipment should have
pressure limiting devices to prevent injuries. Regular cleaning and maintenance of working parts
is essential imperative to ensure the system functions properly and safe for the cattle.

Mechanical and electrical devices used in facilities should be safe for cattle.

Dipping baths and spray races are-sometimes used in—dairycattleproduction for ectoparasite
control-—Where-these—are—used;—they should be designed and operated to minimise the risk of

crowding and to prevent injury and drowning.

Collecting yards (e.g. entry to the milking parlour) should be designed and operated to minimise
stress erowding and prevent injuries and lameness.

The loading areas and ramps,_including the slope of the ramp, should be designed to minimise
stress and injuries for the animals and ensure the safety of the animal handlers, according to
Chapters 7.2., 7.3. and 7.4.

Outcome-based measurables: handling response, morbidity rate, especially lameness, mortality

rate, behaviour, especially altered locomotory behaviour, injury rate, changes in weight and body
condition seere, physical appearance, fameness; growth eurve rate.

g) Emergency plans

Where-tThe failure of power, water and feed supply systems could compromise animal welfare;.
Ddairy producers should have contingency plans to cover the failure of these systems. These
plans may include the provision of fail-safe alarms to detect malfunctions, back-up generators,
access-to-maintenance—providers contact information for key service providers, ability to store
water on farm, access to water cartage services, adequate on-farm storage of feed and
alternative feed supply.

Preventive measures for emergencies should be input-based rather than outcome based.

Contingency plans should include an evacuation plan and be documented and communicated to
Il r nsibl rties. Alarms an k- ms shoul hecked r larly.

Recommendations on stockmanship and animal management

Good management and stockmanship are critical to providing an acceptable level of animal welfare.
Personnel involved in handling and caring for dairy cattle should be competent and i

reeeive-yp-to-date
appropriate with relevant experience or training to equip them with the necessary practical skills and
knowledge of dairy cattle behaviour, handling, health, biosecurity, physiological needs and welfare.

There should be a sufficient number of animal handlers to ensure the health and welfare of the cattle.
a) Biosecurity and animal health
i)  Biosecurity and disease prevention

Eor the purpose of this chapter, bBiosecurity means a set of measures designed to maintain
a herd at a particular health status and to prevent the entry or spread of infectious agents.

Biosecurity plans should be designed,and implemented and maintained, commensurate with

the best possible-desired herd health status, available resources and infrastructure, and
current disease risk and, for OIJE listed diseases in accordance with relevant
recommendations feund in the Terrestrial Code.

These biosecurity plans should address the control of the major sources and pathways for
spread of pathogens:
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—  cattle, including introductions to the herd,
—  calves coming from different sources,
—  other domestic animals, and wildlife, and pests,

—  people including sanitation practices,
— equipment,_tools and facilities,

— vehicles,
- air,

—  water supply, feed and bedding,

- manure, waste and dead stock disposal
—  feed;
— semen and embryos.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, changes
in weight and body condition seere, changes in milk yield.

i) Animal health management

Eor the purpose of this chapter, aAnimal health management means a system designed to
optimise the physical and behavioural health and welfare of the dairy herd. It includes the
prevention, treatment and control of diseases and conditions affecting the herd (in particular

mastitis, lameness, reproduetion reproductive and metabolic diseases).

There should be an effective programme for the prevention and treatment of diseases and
conditions, formulated in consultation with a veterinarian, where appropriate. This
programme should include the recording of production data (e.g. number of lactating cows,
births, animal movements in and out of the herd, milk yield), morbidities, mortalities, culling

rate and medical treatments. It should be kept up to date by the animal handler. Regular
monitoring of records aids management and quickly reveals problem areas for intervention.

EU comment

The EU asks the OIE to consider including a new paragraph on the use of growth
hormones:

"The use of growth hormones for higher milk yield should be discouraged as it has been
shown to lead to an increase in mastitis and other health related issues."

Justification:

There is scientific data demonstrating that the resultant higher milk yield in cows
treated with growth hormones also leads to an increased risk of mastitis, lameness and
other health related issues. Indeed the report of the Scientific Committee on Animal
Health and Welfare concluded that the usage of hormones increases the risk of clinical
mastitis above the risk in non-treated cows to a degree varying between 15 and 79%.
While Dohoo et al (2) found the risk of mastitis to be 25% higher and that of lameness to
increase by 55% in animals treated with growth hormones. Concerning the animal’s
general condition Dohoo et al (1) found that despite the increase in dry matter intake,
treated animals had lower body condition scores at the end of the treatment period, and
the reduced scores persisted through until the start of the subsequent lactation. Since the
use of growth hormones impacts adversely on several health issues, regular use of it is
not advisable from a welfare perspective.

References

Report on Animal Welfare Aspects of the Use of Bovine Somatotrophin. Report of the
Scientific Committee on Animal Health and Animal Welfare Adopted 10 March 1999
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2003 A meta-analysis review of the effects of recombinant bovine somatropin 2. Effects
on animal health, reproductive performance, and culling, The Canadian Journal of
Veterinary Research

Dohoo I.R., DesCoteaux L., Leslie K., Fredeen A., Dowling P., Preston A., Shewfelt W.
2003 A meta-analysis review of the effects of recombinant bovine somatropin 1.
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Concerning effects of long term genetic selection for high milk yield:
EFSA Scientific Opinion on the overall effects of farming systems on dairy cow welfare

and disease adopted on 5 June 2009

For parasitic burdens (e.g. endoparasites, ectoparasites and protozoa), a programme should
be implemented to monitor, control and treat, as appropriate.

Lameness can be is a problem in dairy cattle herds. Animal handlers should take-measures
to-preventlameness—and monitor the state of feet and claws, and take measures to prevent
lameness and maintain foot health (Sprecher et al., 1997; Flower and Weary, 2006;
Chapinal et al., 2009)

Those responsible for the care of cattle should be aware of early specific signs of disease or
distress (e.g. coughing, ocular discharge, changes in milk appearance, changinrges in
locomotierary behaviour seere), and non-specific signs such as reduced feed and water
intake, reduction of milk production, changes in weight and body condition, changes in
behaviour or abnormal physical appearance (FAWC, UK, 1993; Ott et al., 1995; Anonymous,
1997; Blecha, 2000; EU-SCAHAW, 2001; Webster, 2004; Mellor and Stafford, 2004; Millman
et al., 2004; OIE, 2005; Appleby, 2006; Broom, 2006; Gehring et al., 2006; Fraser, 2008;
Blokhuis et al., 2008; Mench, 2008; Fraser, 2009; Ortiz-Pelawz et al., 2008; FAWAC,
Ireland; Hart, 1987; Tizard, 2008; Weary et al., 2009).

Cattle at higher risk of disease or distress will require more frequent inspection by animal
handlers. If animal handlers suspect the presence of a disease or are not able to correct the
causes of disease or distress, they should seek advice from those having training and
experience, such as veterinarians or other qualified advisers, as appropriate.

Vaccinations and other treatments administered to cattle should be carried out undertaken
by veterinarians or other people skilled in the procedures and on the basis of veterinary or
other expert advice.

Animal handlers should be competent have-experience in managing chronically ill or injured

cattle, for instance in recognising and dealing with non-ambulatory cattle, especially those
that have recently calved. Veterinary advice should be sought as appropriate.

EU comment

The EU would ask the OIE to consider amending the first sentence in the above
paragraph as follows:

"Animal handlers should be competent in identifying and appropriately managing
chronically ill or injured cattle, for instance in recognising and dealing with non-
ambulatory cattle, especially those that have recently calved.”

Justification:
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Sick, injured or distressed animals may need protection from the herd or other stressors
in the environment in addition to medical treatment. As the level of protection required
will vary from case to case, it is important to emphasize that animal handlers should be
able to identify and consider the needs of such animals and act accordingly.

b)

Non-ambulatory cattle should have access to water at all times and be provided with feed at
least once daily and milked as necessary. They should be provided shade and protected
from predators. They should not be transported or moved unl lutel

exeeptfor treatment or diagnosis. Such movements should be done carefully using methods

avoiding dragging or excessive lifting.

Animal handlers_should also be competent in assessing fitness to transport, as described in

Chapter 7.3.

In case of ehronic disease or injury, when treatment has failed or been—attempted—and
recovery deemed-is unlikely (e.g. cattle that are unable to stand up, unaided or refuse to eat
or drink), the animat animal should be humanely killed (AABP, 2013; AVMA, 2013) ard in

accordance with te Shapter7.5-6r Chapter 7.6 asapplicable.

animals Animals suffering from photosensitisation should be provided with effered-shade
and where possible the cause should be identified.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency,

depressive behaviour, altered locomotory behaviour, physical appearance and changes in
weight and body condition seere, changes in milk yield.

iii)  Emergency plans for disease outbreaks

Emergency plans should 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.

Nutrition

The nutrient requirements of dairy cattle have been well defined. Energy, protein, mineral and
vitamin content of the diet are major factors determining milk production and growth, feed
efficiency, reproductive efficiency, and body condition (National Research Council, 2001).

Cattle should be provided with access to an appropnate guantity and quallty of balanced nutrmon
that meets their physiological needs.
behavieur:

Where cattle are maintained in outdoor conditions, short term exposure to climatic extremes may
prevent access to nutrition that meets their daily physiological needs. In such circumstances the
animal handler should ensure that the period of reduced nutrition is not prolonged and that extra
food and water supply are provided if welfare would otherwise be compromised.

Animal handlers should have adequate knowledge of appropriate body condition seeres scoring
systems for their cattle and should not allow body condition to go outside an acceptable range
according to breed and physiological status (Roche et al., 2004; Roche et al., 2009).

Feedstuffs and feed ingredients should be of satisfactory quality to meet nutritional needs and
stored to minimise contamination and deterioration (CA 2004, CAC/RCP 54-2004). Where
appropriate, feed and feed ingredients should be tested for the presence of substances that
would adversely impact on animal health (Binder, 2007). Control and monitoring of animal feed
houl implemented in rdance with relevant recommendations in Ch

The relative risk of digestive upset in cattle increases as the proportlon of graln mcreases in the
diet or if quality of silage is poor.

hould be introduced sIowI and alatab flbrous

h il n h vailabl libitum m m li
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c)

requirements in a way that promotes digestion and ensures normal rumen function.

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 (displaced abomasum, sub-acute ruminal acidosis, bloat, liver abscess, laminitis)
(Enemark, 2008; Vermunt and Greenough, 1994). Where appropriate, dairy producers should
consult a cattle nutritionist for advice on ration formulation and feeding programmes.

Particular attention should be paid to nutrition in the last month of pregnancy, with regards to
energy balance, roughage and micronutrients, in order to minimise calving and post-calving
diseases and body condition loss (Drackley, 1999; Huzzey et al., 2005; Bertoni et al., 2008;
Goldhawk et al, 2009; Jawor et al., 2012; Vickers et al., 2013).

Liquid milk (or milk replacer) is_essential for health rowth and welfare. However, fEeeding
calves all-liquid diets as the sole source of nutrition after 4-6 weeks of age limits the physiological
development of the fore-stomaeh rumen and the nhormal development of the processof
rumination. Calves over two weeks old should have a sufficient daily ration of fibrous food and
starter ration (concentrate) to promote rumen development and to reduce abnormal oral

behaviours {Reece-& Hetehkiss-—1987).

Dairy producers should become familiar with potential micronutrient deficiencies or excesses for
production systems in their respective geographical areas and use
appropriately formulated supplements where necessary.

All cattle, including unweaned calves, need an adequate supply and access to palatable water
that meets their physiological requirements and is free from contaminants hazardous to cattle
health (Lawrence et al., 2004a; Cardot et al., 2008).

Outcome-based measurables: mortality rates, morbidity rates, behaviour, _especially agonistic

behaviour (at the feeding area), changes in weight and body condition seere, reproductive
efficiency, changes in milk yield, growth rate eurve vocalisation.

Social environment

Management of cattle should take into account their social environment as it relates to animal
welfare, particularly in housed systems (Le Neindre, 1989; Sato et al., 1993; Jéhannesson and
Sgrensen, 2000; Bge and Faerevik, 2003; Bouissou et al., 2001; Kondo et al., 2003). Problem
areas include: agonistic and oestrus activity, mixing of helfers and cows, feeding cattle of different

size and age in the same pens, decreased space allowance high-stecking-density, insufficient

space at the feeder, insufficient water access and mixing of bulls.

Management of cattle in all systems should take into account the social interactions of cattle
within groups. The animal handler should understand the dominance hierarchies that develop
within different groups and focus on high risk animals animals, such as very young, very old,
small or large size for cohort group, for evidence of agonistic behaviour-bullying and excessive
mounting behaviour. The animal handler_should understand the risks of increased agonistic
interactions between ammals anlmals part|cularly after m|X|ng groups. Cattle-that-are-suffering
(Bge and Feerevik, 2003;

Jensen and Kyhn 2000; von Keyserlmgk et al., 2008).

EU comment

The EU asks the OIE to consider rephrasing slightly the second of the above sentences
so that it reads:

""The animal handler should understand the dominance hierarchies that develop within
different groups and focus on high risk animals, such as sick or injured, very young,
very old, small or large size for cohort group, for evidence of agonistic behaviour and
excessive mounting behaviour."

Justification:
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Sick or injured animals should also be classified as high risk individuals since due to
their condition there may be a likelihood of their being bullied.

When _other m r have fail le _th I Xpressin X iv nisti ivi r
excessive_mounting behaviour _should be removed from the group (Bge and Feerevik, 2003;
nsen and Kyhn, 2 . von K rlingk I, 2

Animal handlers should be aware of the animal welfare; problems that may be caused by mixing
of inappropriate groups of cattle; and provide adequate measures to minimise them (e.g.
introduction of heifers in a new group, mixing of animals animals at different production stages
that have different dietary needs) (Grandin, 1998; Grandin, 2003; Grandin, 2006; Kondo et al.,
2003).

Horned and non-horned cattle should not be mixed because of the risk of injury (Menke et al.,

1999). When farmers intend to change the phenotype of their animals, they should take
appropriate measures to reduce this risk.

Outcome-based measurables: behaviour, especially {e-g- lying times;)}, physical injuries and
lesions, changes in weight and body condition seere, physical appearance (e.g. cleanliness),
lameness scores, changes in milk yield, morbidity rate, mortality rate, growth rate, eurve

vocalisation.

d) Stecking-density Space allowance

Cattle in all production systems should be offered adequate space for comfort and socialisation
Kon tal, 2

High-stocking-densities Insufficient and inadequate space allowance may increase the occurrence
of injuries and have an adverse effect on growth eurve rate, feed efficiency, and behaviour such

as locomotion, resting, feeding and drinking (Martin and Bateson, 1986; Kondo et al., 2003).

Space allowance Stecking—density should be managed taking into account different areas for
lying, standing and feeding. sueh-that-€ Crowding should not dees—neot adversely affect normal

behaviour of cattle and durations of time spent lying. (Bge and Feerevik, 2003).

Fhis-includes-the-ability-te All cattle should be able to rest simultaneously, and each animal te lie
down freely, stand up and move areund freely. witheuttherisk-ef-injuries—mevefreelyaround-the
pen—and-accessfeed-and-waterIn growing animals, space allowance Steeking-density should

also be managed such that weight gain and-duration-ef-time-spentlying-is not adversely affected
by-erowding (Petherick and Phillips, 2009). If abnormal behaviour is seen, corrective measures

should be taken, such as-increasing space allowance, redueing-stecking-density, redefining the
areas available for lying, standing and feeding.

EU comment

The EU does not support the deletion of the word “around” in the first sentence and
asks that the OIE consider retaining it so that the sentence reads:

""All cattle should be able to rest simultaneously, and each animal lie down, stand up and
move around freely."

Justification:

The requirement for cows to have sufficient space for movement has become
increasingly limited. An earlier version of the text provided that cattle should be able to
""move freely around the pen™. This was then amended to "'move around freely*. The
current text simply requires cows to be able to "'move freely' which further restricts the
initial suggested wording.

In pastured systems, stocking density should depend on the available feed and water supply and
pasture quality (Stafford and Gregory, 2008).

Outcome-based measurables: behaviour, especially agonistic or depressive behaviour, morbidity
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e)

f)

rate, mortality rate, changes in weight and body condition seere, physical appearance, changes in
milk yield, parasite burden, growth rate eurve:

Protection from predators

Cattle should be protected as-muech-as-pessible from predators.

Outcome-based measurables: mortality rate, morbidity rate (injury rate), behaviour, physical
appearance.

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 (Lawrence et al.,
2001; Lawrence et al., 2004b; Boissy and Le Neindre, 1997; Dillon et al., 2006; Boissy et al.,
2007; Jensen et al., 2008; Veissier et al., 2008; Macdonald et al., 2008). Examples—of-these

In breeding programmes, atleastas-mueh attention should be paid to criteria conducive to the
improvement of cattle welfare, including health i iteria. The conservation and
development of genetic lines of dairy cattle, which limit or reduce animal welfare problems, should
be encouraged. Examples of such criteria include nutritional maintenance requirement, disease
ectoparasite resistance and heat tolerance.

EU comment

The EU supports the changes made to the above paragraph and the increased focus on
the importance of addressing welfare issues.

9)

h)

Individual arimals animals within a breed should be selected to propagate offspring that exhibit
traits beneficial to animal health and welfare by promoting robustness and longevity. These
include resistance to infectious and production related diseases, ease of calving, fertility, body
conformation and mobility, and temperament.

Outcome-based measurables: morbidity rate, mortality rate, length of productive life, behaviour,
physical appearance, reproductive efficiency, lameness, human-animal relationship, growth rate
eurve; body condition seere outside an acceptable range.

Artificial insemination, pregnancy diagnosis and embryo transfer

Semen collection should be carried out by a trained operator in a manner that does not cause
pain or distress to the bull and any teaser animal used during collection and in accordance with
Chapter 4.6.

Artificial insemination and pregnancy diagnosis should be performed by a competent operator

Embryo transfer should be performed under an epidural or other anaesthesia by a trained
operator, preferably a veterinarian or a veterinary para-professional_and in accordance with the
provisions of Chapter 4.7.and Chapter 4.8.

Outcome-based measurables: behaviour, morbidity rate, reproductive efficiency
Dam and Ssire selection and calving management

Dystocia is ean-be a welfare risk to dairy cattle (Proudfoot et al, 2009). Heifers should not be bred
before they reach are-at-the stage of physical maturity sufficient to ensure the health and welfare
of both dam and calf at birth. The sire has a highly heritable effect on final calf size and as such
can have a significant impact on ease of calving. Sire selection for embryo implantation,
insemination or natural mating, should take into account the maturity and size of the female.
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EU comment

The EU asks the OIE to consider amending the final sentence in the above paragraph as
follows:

"'Sire selection for embryo implantation, insemination or natural mating, should take
into account the maturity and size of the female,so as also to minimise the risk of
caesarean section."

Justification:

In a review of the scientific literature in 2009, the European Food Safety Authority
(EFSA) noted that the use of double muscled sires was a risk factor for a higher
incidence of caesarean sections.

2009. Scientific report of EFSA prepared by the Animal Health and Animal Welfare
Unit on the effects of farming systems on dairy cow welfare and disease. Annex to the
EFSA Journal (2009) 1143, 1-38

Pregnant cows and heifers should be managed during pregnancy so as to achieve an appropriate
body condition range for the breed. Excessive fatness increases the risk of dystocia and
metabolic disorders during late pregnancy or after parturition.

Cows and heifers should be monitored when they are close to calving. Animals Animals observed
to be having difficulty in calving should be assisted by a competent handler as soon as possible
after they are detected.

Outcome-based measurables: morbidity rate {rate—ef-dystocia), mortality rate (cow and calf),
reproductive efficiency, especially rate of dystocia, retained placenta and metritis, body condition
score.

i)  Newborn calves {see-also£x5-1e}

Calving aids should not be used to speed the birthing process, only to assist in cases of dystacia,
and should not cause undue pain, distress, or further medical problems.

Newborn calv I tibl hypothermia. Th mperature and ventilation of the birthin
area should consider the needs of the newborn calf. Soft, dry bedding and supplemental heat can
help preven Id str

Receiving adequate immunity from colostrum generally depends on the volume and quality of
colostrum ingested, and how soon after birth the calf receives it.

Animal handlers should ensure that calves receive sufficient colostrum, preferably from their own
dam, and within 24 hours of birth to provide passive immunity. Colostrum is most beneficial if
received during the first six hours after birth. Where there is risk of disease transfer from the dam,
colostrum from a healthy cow should be used. Where possible, calves should continue to receive
colostrum or equivalent for at least five days after birth.

Where-new-Recently born calves reedte-be-should not be transported_until the navel has-healed
is dry, and after which time any transport required this should be carried out according to Chapter
7.3.

Calves should be handled and moved in a manner which minimises distress and avoids pain and
injury.
Outcome-based measurables: mortality rate, morbidity rate, growth rate eurve.

j)  Cow-calf separation and weaning

Different strategies to separate the calf from the cow are utilised in dairy cattle production
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systems. These include early separation (usually within 48 hours of birth) or a more gradual
separation (leaving the calf with the cow for a longer period so it can continue to be suckled).
Separation is ean-be stressful for both cow and calf (Newberry and Swanson, 2008; Weary et al.,
2008).

For the purposes of this chapter, weaning means the change from a milk-based diet to a fibrous
diet and the weaned calf no longer receives milk in its diet. This change should be made dere
gradually and calves should be weaned only when their ruminant digestive system has developed
sufficiently to enable them to maintain growth, health and good welfare (Roth et al., 2009).

Hnecessary; dDairy cattle producers should seek expert advice on the most appropriate time and
method of weaning for their type of cattle and production system.

Outcome-based measurables: morbidity rate, mortality rate, behaviour after separation

(vocalisations, activity of the cow and calf) , physical appearance, changes in weight and body

condition scere, growth rate eurve.

k) Rearing of replacement stock

Young calves are at particular risk of thermal stress. Special attention should be paid to
management of the thermal environment (e.g. provision of additional bedding, nutrition or
protection to maintain warmth and appropriate growth). (Camiloti, et al. 2012)

Where-possible; Rreplacement stock should be reared in groups. Animals in groups should be of
similar age and physical size (Jensen and Kyhn, 2000; Bge and Feerevik, 2003).

Whether reared individually or in group pens When-inpens, each calf should have enough space

to be able to turn around, rest, stand up and groom comfortably and see and-teuch other animals.
{see-also-1.e).
EU comment

The EU cannot support the deletion of the word “touch” and asks the OIE to consider
retaining it while amending the sentence slightly. We would also suggest the inclusion of
a new sentence concerning lying areas.

"Whether reared individually or in group pens, each calf should have enough space to
be able to turn around, rest, stand up and groom comfortably and see and touch other

animals,_unless the current disease situation prevents it. Also a solid lying area with
bedding (or mats) should be provided."

Justification:

Calves are very social animals , interacting frequently with other calves after one week
of age and developing normal social behaviour only if they can interact freely with other
calves, cf. conclusion no 13 in Report of the Scientific Veterinary Committee, Animal
Welfare Section on the Welfare of Calves (November 1995). Having contact with other
animals of its species is essential for a calf, at least after the first two weeks of life.
According to Warnick et al. 1977, calves given the opportunity to have social contact
with other calves e.g. started eating concentrates earlier than calves housed separately.

The European Food Safety Authority (EFSA) in its 2009 scientific opinion concluded
that: ""Well-managed deep straw or sand reduces injuries, such as skin lesions, as
compared with a hard floor". EFSA recommended that “Cows or heifers kept in
buildings should be provided with an area bedded with sufficient, dry, compressible,
non-slippery material that does not lead to skin lesions

References

OIE Terrestrial Animal Health Standards Commission/September 2014




19

European Food Safety Authority, 2009. Scientific Opinion of the Panel on Animal
Health and Welfare on a request from European Commission on welfare of dairy cows.
The EFSA Journal (2009) 1143, 1-38

Replacement stock should be monitored for cross-sucking and appropriate measures taken to
prevent this occurring (e.g. providesien—of sucking devices, revi i

provide other environmental enrichments use-ef-rose-guards-or-temporary-separation) (Seo et al.,
1998; Jemsem, 2003; De Paula Vieira et al., 2010; Ude et al., 2011).

Particular attention should be paid to the nutrition, including trace elements, of growing
replacement stock to ensure good health and that they achieve an appropriate growth curve for
the breed and farming objectives.

Outcome-based measurables: morbidity rate, mortality rate, behaviour, especially cross-sucking
altered grooming and lying behaviours, injuries, physmal appearance, changes in weight and
body condition seere, growth rate .

)  Milking management

Milking, whether by hand or machine, should be carried out in a calm and considerate manner in
order to avoid pain and distress. Special attention should be paid to the hygiene of personnel, the
udder and milking equipment (Barkema et al., 1999; Breen et al., 2009). All cows should be
checked for abnormal milk at every milking.

Milking machines, especially automated milking systems, should be used and maintained in a
manner which minimises injury to teats and udders. Manufacturers of such equipment should
provide operating instructions that consider animal welfare.

A regular milking routine should be establlshed relevant to the stage of the Iactatlon and the

capacity of the system. {e-g-
nmﬂeng—te—reheve—e@der—ptessu;e—) Athmqng—eews—sheutd—be—eheeked—fepabﬂetmat—mMeat—au
mitking-times:

Animal handlers should regularly check the information provided by the milking system and act
accordingly to protect the welfare of the cows.

Special care should be paid to arimals animals being milked for the first time. H-peossible, tThey

should be familiarised with the milking facility prior to giving birth.
Long waiting times before and after milking can lead to health and welfare problems (e.g.
lameness, reduced time to eat). Management should ensure that waiting times are minimised.

Outcome-based measurables: morbidity rate (e.g. udder health), behaviour, changes in milk yield,
milk quality, physical appearance (e.g. lesions).

m) Painful husbandry procedures
Husbandry practices are routinely carried out in cattle for reasons of management, animal welfare

and human safety. Those practices that have the potential to cause pain should be performed in
such a way as to m|n|m|se any paln and stress to the animal animal. Example of such

EU comment

The EU does not wholly support the amendment made to the final sentence in the above
paragraph. We therefore ask the OIE to consider the following rephrasing:

""Examples of such interventions include: dehorning, ta-decking and identification."
Justification:
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Tail docking is a practice that according to number ii) of this Article is not
recommended. Thus it is contradictory to list it as a practice done routinely.

Futur tions for enhancing animal welfare in relation to th I res incl : ing th
procedure _and addressing the current need for the operation through management strategies;
r in ttle that not r ire the pr re; or replacing th rrent pr ure with a non-

surgical alternative that has been shown to enhance animal welfare.

i)  Disbudding and B dehorning {ineluding-disbudding)}

Horned Ddairy cattle that-are—naturally-horned are commonly disbudded or dehorned in
order to reduce animal injuries and hide damage, improve human safety, reduce damage to
facilities and facilitate transport and handling (Laden et al., 1985; Petrie et al., 1996; Singh et
al., 2002; Sutherland et al., 2002; Stafford et al., 2003; Stafford and Mellor, 2005). Where

practical—and—appropriatefor—theproduction—system; the selection of polled cattle is

preferable to dehorning.

EU comment

The EU does not support the deletion in the final sentence and asks the OIE to consider
retaining part of it:

"Where appropriate for the production system, the selection of polled cattle is
preferable to dehorning or disbudding.""

Justification:

Polled cattle are indeed preferable, but their selection will depend on the availability of
high value animals.

EU comment

The EU would suggest to move the sentence concerning training and competence here:

""Operators should be trained and competent in the procedure used, and be able to
recognise the signs of pain and complications that may include excessive bleeding or

sinus infection.""

Justification:

Training and competence should be mentioned initially.

older cattle.

Thermal cautery of the horn bud by a trained operator with proper equipment is the
recommended method in order to minimise post-operative pain. This should be done at an
appropriate age before the horn bud has attached to the skull.

idance from a veterinarian or veterinar raprofessional th timum _meth n
timing for the type of cattle and production system should be sought. The use of anaesthesia
nd anal ia ar rongly r mmen when performing di in nd should alw.

be used when dehorning. Appropriate restraint systems and procedures are required when
disbudding or dehorning.

her _meth f_di ing_incl ._removal of the horn with knif nd th

application of chemical paste to cauterise the horn buds. Where chemical paste is used,
ial ntion shoul i void chemical burn her par f th If or her
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calves. This method is not recommended becausepain-managementis-difficultfor calves

older than two weeks.

EU comment

The EU does not support the amendment made to the final sentence in the above
paragraph and would suggest the following:

"This method is not recommended fer-calves-elderthan-twe-weeks."

Justification:

Pain management is indeed difficult and it will be equally painful irrespective of age.
References

Stilwell, George; de Carvalho, Rita Campos; Lima, Miguel S.; et al. 2009. Effect of
caustic paste disbudding, using local anaesthesia with and without analgesia, on
behaviour and cortisol of calves Applied Animal Behaviour Science Volume: 116 Issue:
1 Pages: 35-44

Stafford, KJ; Mellor, DJ 2005. Dehorning and disbudding_distress and its alleviation in
calves. Veterinary Journal VVolume: 169 Issue: 3 Pages: 337-349

Operators should be trained and competent in the procedure used, and be able to recognise
the signs of pain and complications that may include excessive bleeding; or sinus infection.

EU comment

The EU would ask the OIE to consider moving the above sentence to the front of this
section on disbudding and dehorning:

Justification:
Training and competence should be mentioned initially.

ii)  Tail docking
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n)

Research-shews-that-tTail docking does not improve the health and welfare of dairy cattle
animals; and therefore it is not recommended;—as—a-routineprocedureto-dock-the-tails—of

ela#y—ea&l& As an alternative, trimming of tail hair should be considered where maintenance
of hygiene is a problem (Sutherland and Tucker, 2011).

iii) Identification

Ear-tagging, ear-notching, tattooing, freeze branding and radio frequency identification

devices (RFID) are preferred methods of permanently identifying dalry cattle #em—an—ammal
The least invasive a h _shoul whichever meth

chosen (e.g. the least minimum number of ear tags per ear; and the smallest size-of notch

pr ggtlgg) It §hgulg Qg ggggmgl@ gg ggygklxl ex gg ¥ gng with g ggg gg;;lgmgnt Jrn—seme

ear-tags). When branding is used, the operator should be tramed—and competent in
procedures used and be able to recognise signs of complications.

Identification systems should be established also according to Chapter 4.1.
Outcome-based measurables: pestprocedural-complication—rate, morbidity rate (post-procedural

complications), abnormal behaviour, vocalisation, physical appearance, ehanges—in—weightand
bedy-coendition-seore.

Inspection and handling

Dairy cattle should be inspected at intervals appropriate to the production system and the risks to
the health and welfare of the cattle. lr—mestcircumstances—eattle-Lactating cows should be
inspected at least once a day. Some animals animals may-benefit from-should be inspected more
frequently, inspection for example: neonatal calves (Larson et al., 1998; Townsend, 1994), cows
in late gestation (Boadi and Price, 1996; Mee, 2008; Odde, 1996, Proudfoot, K., et al. 2013),
newly weaned calves, cattle experiencing environmental stress and those that have undergone
painful husbandry procedures or veterinary treatment.

Dairy cattle identified as sick or injured should be given appropriate treatment at the first available
opportunity by competent and-trained animal handlers. If animal handlers are unable to provide
appropriate treatment, the services of a veterinarian should be sought.

Recommendations on the handling of cattle are also found in Chapter 7.5. In particular handling
aids that may cause pain and distress (e.g. sharppreds; electric goads) should be used only in
extreme circumstances_and provided that the animal can move freely. Dairy cattle should not be
prodded in sensitive areas including the udder, face, eyes, nose or ano-genital region. Electric
prods should not be used on calves (see also point 3 of Article 7.3.8.).

Where dogs are used; as an aid for cattle herding; they should be properly trained. Animal
handlers should be aware that presence of dogs can stress the cattle and cause fear and should
keep them under control at all times. The use of dogs is not appropriate in housed systems,
collection yards or other small enclosures where the cattle cannot move freely away.

Cattle are adaptable to different visual environments. However, exposure of cattle to sudden e
persistent movement or changes in visual contrasts should be minimised where possible to
prevent stress and fear reactions.

Electroimmobilisation should not be used.

Outcome-based measurables: human-animal relationship, morbidity rate, mortality rate,
behawour sgemallg altered Iocomotorg behaV|our! vocahsaﬂons reproductive—efficieney;
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0) Personnel training

All people responsible for dairy cattle should be competent according to their responsibilities and
should understand cattle husbandry, animal handling, milking routines,_reproductive management
techniques, behaviour, biosecurity, signs of disease, and indicators of poor animal welfare such
as stress, pain and discomfort, and their alleviation.

Competence may be gained through formal training or practical experience.

Outcome-based measurables: human-animal relationship, morbidity rate, mortality rate,
behaviour, reproductive efficiency, changes in weight and body condition seere, changes in milk
yield.

p) Disaster management

Plans_should be in _place to minimise _and mitigate the effect of disasters (e.g. earthquake
flooding, fire, hurricane). Such plans may include evacuation procedures, identifying high ground

maintaining emergency food and water stores, destocking and humane killing when necessary.

Plans—shedld-be-in place—to-—minimise—and—mitigateThere should also be plans to address the
effects of natural—dmasters—er extreme cllmatlc condltlons such as heat—stres& drought blizzard
and flooding. H
action—plan. In trmes of drought anlmal management decrsmns should be made as early as
possible and these should include a consideration of reducing cattle numbers.

Humane Killing procedures for sick or injured cattle should be part of the disaster management
plan.

Reference to emergency plans can also be found in points 1 g) and 2a) iii) of Article 7.X.5.
g) Humane killing

For sick and injured cattle a prompt diagnosis should be made to determine whether the animal
should be treated or humanely killed.

The decision to kill an animat animal humanely and the procedure itself should be undertaken by
a competent person.

Reasons for humane killing may include:

— severe emaciation, weak cattle that are non-ambulatory or at risk of becoming non
ambulatory dewners;

— non-ambulatory cattle that will not stand up, refuse to eat or drink, have not responded to
therapy;

—  rapid deterioration of a medical condition for which therapies have been unsuccessful;

—  severe, debilitating pain;

—  compound (open) fracture;

—  spinal injury;

—  central nervous system disease;

— multiple joint infections with chronic weight loss; and

—  premature calves that are premature and unlikely to survive, er—ealves—that have a
debilitating congenital defect, or otherwise unwanted ealves; and-

—  as part of disaster management response.

For a description of acceptable methods for humane killing of dairy cattle see Chapter 7.6.
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—  Text deleted.
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Annex XIII

CHAPTER 7.10.

ANIMAL WELFARE AND BROILER CHICKEN
PRODUCTION SYSTEMS

EU comments

The EU thanks the OIE for its work and can in general agree to the changes made in
this chapter. We do however still have concerns related to Article 7.10.4.(2)(k) as
indicated below. We have also understood that the two sentences proposed by the EU for
this article aligning it with the beef cattle and dairy cattle chapters have not been
considered. This since the OIE considers the adoption of the dairy cattle chapter
essential before ensuring consistency throughout the welfare chapters.

Article 7.10.1.
Definitions
For the purpose of this chapter:

Broiler: means a bird of the species Gallus gallus kept for commercial meat production. Poultry kept in
village or backyard flocks are not included.

Harvesting: means the catching and loading of birds on farm for transportation to the
slaughterhouse/abattoir.

Article 7.10.2.
Scope
This chapter covers the production period from arrival of day-old birds on the farm to harvesting the broilers
in commercial production systems. Such systems involve confinement of the birds, the application of
biosecurity measures, and trade in the products of those birds, regardless of scale of production. These
recommendations cover broilers kept in cages, on slatted floors, litter or dirt and indoors or outdoors.

Broiler production systems include:

1. Completely housed system

Broilers are completely confined in a poultry house, with or without environmental control.

2. Partially housed system

Broilers are kept in a poultry house with access to a restricted outdoor area.

3. Completely outdoors system

Broilers are not confined inside a poultry house at any time during the production period but are
confined in a designated outdoor area.

This chapter should be read in conjunction with Chapters 7.2., 7.3. and 7.4. on the welfare of broilers during
transport to the slaughterhouse/abattoir.

Article 7.10.3.
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Criteria or measurables for the welfare of broilers

The welfare of broilers should be assessed using outcome-based measurables. Consideration should also
be given to the resources provided and the design of the system. The following outcome-based
measurables, specifically animal-based measurables, can be useful indicators of animal welfare. The use of
these indicators and the appropriate thresholds should be adapted to the different situations where broilers
are managed, also taking into account the strain of bird concerned.

Some criteria can be measured in the farm setting, such as gait, mortality and morbidity rates, while others
are best measured at the slaughterhouse/abattoir. For example, at slaughter flocks can be assessed for
presence of bruising, broken limbs and other injuries. The age of these lesions can help to determine the
source. Back scratching and contact dermatitis and breast blisters are also easily observed at the
slaughterhouse/abattoir. Other conditions such as ascites, leg deformities, dehydration and disease
conditions can also be assessed at slaughter. It is recommended that values for welfare measurables be
determined with reference to appropriate national, sectoral or perhaps regional norms for commercial broiler
production.

The following outcome-based criteria and measurables are useful indicators of broiler welfare:

1. Mortality, culling and morbidity

Daily, weekly and cumulative mortality, culling and morbidity rates should be within expected ranges.
Any unforeseen increase in these rates could reflect an animal welfare problem.

2. Gait

Broilers are susceptible to developing a variety of infectious and non-infectious musculoskeletal
disorders. These disorders may lead to lameness and to gait abnormalities. Broilers that are lame or
have gait abnormalities may have difficulty reaching the food and water, may be trampled by other
broilers, and may experience pain. Musculoskeletal problems have many causes, including genetics,
nutrition, sanitation, lighting, litter quality, and other environmental and management factors. There are
several gait scoring systems available.

3. Contact dermatitis

Contact dermatitis affects skin surfaces that have prolonged contact with wet litter or other wet flooring
surfaces. The condition is manifested as blackened skin progressing to erosions and fibrosis on the
lower surface of the foot pad, at the back of the hocks, and sometimes in the breast area. If severe, the
foot and hock lesions may contribute to lameness and lead to secondary infections. Validated scoring
systems for contact dermatitis have been developed for use in slaughterhouse/abattoir.

4. Feather condition

Evaluation of the feather condition of broilers provides useful information about aspects of welfare.
Plumage dirtiness is correlated with contact dermatitis and lameness for individual birds or may be
associated with the environment and production system. Plumage dirtiness can be assessed as part of
on-farm inspections, at the time of harvesting or prior to plucking. A scoring system has been
developed for this purpose.

5. Incidence of diseases, metabolic disorders and parasitic infestations

lll-health, regardless of the cause, is a welfare concern, and may be exacerbated by poor
environmental or husbandry management.

6. Behaviour
a) Fear behaviour

Fearful broilers show avoidance of humans, and this behaviour is seen in flocks where animal
handlers walk through the poultry house quickly when performing their tasks rather than moving
more slowly while interacting with the broilers. Fearfulness (e.g. of sudden loud noises) can also
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b)

d)

f)

lead to the broilers piling on top of, and even suffocating, one another. Fearful broilers may be
less productive. Validated methods have been developed for evaluating fearfulness.

Spatial distribution

Changes in the spatial distribution (e.g. huddling) of the birds may indicate thermal discomfort or
the existence of areas of wet litter or uneven provision of light, food or water.

Panting and wing spreading

Excessive panting and wing spreading indicates heat stress or poor air quality, such as high
levels of ammonia.

Dust bathing

Dust bathing is an intricate body maintenance behaviour performed by many birds, including
broilers. During dust bathing, broilers work loose material, such as litter, through their feathers.
Dust bathing helps to keep the feathers in good condition, which in turns helps to maintain body
temperature and protect against skin injury. Reduced dust bathing behaviour in the flock may
indicate problems with litter or range quality, such as litter or ground being wet or not friable.

Feeding, drinking and foraging

Reduced feeding or drinking behaviour can indicate management problems, including inadequate
feeder or drinker space or placement, dietary imbalance, poor water quality, or feed
contamination. Feeding and drinking behaviour are often depressed when broilers are ill, and
intake may be also reduced during periods of heat stress and increased during cold stress.
Foraging is the act of searching for food, typically by walking and pecking or scratching the litter
substrate; reduced foraging activity could suggest problems with litter quality or presence of
conditions that decrease bird movement.

Feather pecking and cannibalism
Feather pecking can result in significant feather loss and may lead to cannibalism. Cannibalism is

the tearing of the flesh of another bird, and can result in severe injury. These abnormal
behaviours have multi-factorial causes.

7. Water and feed consumption

Monitoring daily water consumption is a useful tool to indicate disease and other welfare conditions,
taking into consideration ambient temperature, relative humidity, feed consumption and other related
factors. Problems with the water supply can result in wet litter, diarrhoea, dermatitis or dehydration.

Changes in feed consumption can indicate unsuitability of feed, the presence of disease or other
welfare problems.

8. Performance

a) Growth rate (gr) - an index that indicates the average daily gain of weight per average broiler of a
flock.

b) Feed conversion - an index that measures the quantity of feed consumed by a flock relative to the
total live weight harvested, expressed as the weight of feed required to produce one kg of broiler
body weight.

c) Liveability - an index that indicates the percentage of broilers present at the end of the production
period. More commonly this indicator is measured as its opposite, mortality.

9. Injury rate

The rate of these injuries can indicate welfare problems in the flock during production or harvesting.
Injuries include those due to other broilers (scratches, feather loss or wounding due to feather pecking
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and cannibalism) and those due to environmental conditions, such as skin lesions (e.g. contact
dermatitis) and those due to human intervention, such as catching. The most prevalent injuries seen
during catching are bruises, broken limbs, dislocated hips, and damaged wings.

10. Eye conditions

Conjunctivitis can indicate the presence of irritants such as dust and ammonia. High ammonia levels
can also cause corneal burns and eventual blindness. Abnormal eye development can be associated
with low light intensity.

11. Vocalisation

Vocalisation can indicate emotional states, both positive and negative. Interpretation of flock
vocalisations is possible by experienced animal handlers.

Article 7.10.4.

Recommendations

1. Biosecurity and animal health

a)

b)

Biosecurity and disease prevention

Biosecurity means a set of measures designed to maintain a flock at a particular health status
and to prevent the entry (or exit) of specific infectious agents.

Biosecurity programmes should be designed and implemented, commensurate with the best
possible flock health status and current disease risk (endemic and exotic or transboundary) that is
specific to each epidemiological group of broilers and in accordance with relevant
recommendations found in the Terrestrial Code.

These programmes should address the control of the major routes for disease and pathogen
transmission:

i)  direct transmission from other poultry, domesticated and wild animals and humans,
ii) fomites, such as equipment, facilities and vehicles,

iii) vectors (e.g. arthropods and rodents),

iv) aerosols,

v)  water supply,

vi) feed.

Outcome-based measurables: incidence of diseases, metabolic disorders and parasitic
infestations, mortality, performance.

Animal health management, preventive medicine and veterinary treatment

Animal health management means a system designed to optimise the health and welfare of the
broilers. It includes prevention, treatment and control of diseases and adverse conditions.

Those responsible for the care of broilers should be aware of the signs of ill-health or distress,
such as a change in feed and water intake, reduced growth, changes in behaviour, abnormal
appearance of feathers, faeces, or other physical features.

If persons in charge are not able to identify the causes of diseases, ill-health or distress, or to
correct these, or if they suspect the presence of a reportable disease, they should seek advice
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from veterinarians or other qualified advisers. Veterinary treatments should be prescribed by a
veterinarian.

There should be an effective programme for the prevention and treatment of diseases consistent
with the programmes established by veterinary Services as appropriate.

Vaccinations and treatments should be administered, on the basis of veterinary or other expert
advice, by personnel skilled in the procedures and with consideration for the welfare of the
broilers.

Sick or injured broilers should be humanely killed as soon as possible. Similarly, killing broilers for
diagnostic purposes should be done in a humane manner according to Chapter 7.6.

Outcome-based measurables: incidence of diseases, metabolic disorders and parasitic
infestations, mortality, performance, gait.

2. Environment and management

a)

b)

Thermal environment

Thermal conditions for broilers should be appropriate for their stage of development, and
extremes of heat, humidity and cold should be avoided. For the growing stage, a heat index can
assist in identifying the comfort zones for the broilers at varying temperature and relative humidity
levels.

When environmental conditions move outside these zones, strategies should be used to mitigate
the adverse effects on the broilers. These may include adjusting air speed, provision of heat,
evaporative cooling and adjusting stocking density.

Management of the thermal environment should be checked frequently enough so that failure of
the system would be noticed before it caused a welfare problem.

Outcome-based measurables: behaviour, mortality, contact dermatitis, water and feed
consumption, performance, feather condition.

Lighting

i - There should be an adequate period of continuous light.

The light intensity during the light period should be sufficient and homogeneously distributed to
allow the broilers to find feed and water after they are placed in the poultry house, to stimulate
activity, and allow adequate inspection.

There should al n ri f contin rkn rin h 24-hour peri
allow the broilers to rest and to promote normal behaviour, gait and good leg health.
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Annex XIlII (contd)

c)

d)

f)

There should be a period for gradual adjustment to lighting changes.

Outcome-based measurables: gait, metabolic disorders, performance, behaviour, eye condition,
injury rate.

Air quality

Adequate ventilation is required at all times to provide fresh air, to remove waste gases such as
carbon dioxide and ammonia, dust and excess moisture content from the environment.

Ammonia concentration should not routinely exceed 25 ppm at broiler level.
Dust levels should be kept to a minimum. Where the health and welfare of broilers depend on an
artificial ventilation system, provision should be made for an appropriate back-up power and

alarm system.

Outcome-based measurables: incidence of respiratory diseases, metabolic disorders, eye
conditions, performance, contact dermatitis.

Noise

Broilers are adaptable to different levels and types of noise. However, exposure of broilers to
sudden or loud noises should be minimised where possible to prevent stress and fear reactions,
such as piling. 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.

Location of farms should, where possible, take into account existing local sources of noise.

Outcome-based measurables: daily mortality rate, morbidity, performance, injury rate, fear
behaviour.

Nutrition

Broilers should always be fed a diet appropriate to their age and genetics, which contains
adequate nutrients to meet their requirements for good health and welfare.

Feed and water should be acceptable to the broilers and free from contaminants at a
concentration hazardous to broiler health.

The water system should be cleaned regularly to prevent growth of hazardous microorganisms.
Broilers should be provided with adequate access to feed on a daily basis. Water should be
available continuously. Special provision should be made to enable young chicks access to

appropriate feed and water.

Broilers that are physically unable to access feed or water should be humanely killed as soon as
possible.

Outcome-based measurables: feed and water consumption, performance, behaviour, gait,
incidence of diseases, metabolic disorders and parasitic infestations, mortality, injury rate.

Flooring, bedding, resting surfaces and litter quality
The floor of a poultry house should preferably be easy to clean and disinfect.

The provision of loose and dry bedding material is desirable in order to insulate the chicks from
the ground and to encourage dust bathing and foraging.
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Litter should be managed to minimise any detrimental effects on welfare and health. Poor litter
quality can lead to contact dermatitis and breast blisters. Litter should be replaced or adequately
treated when required to prevent diseases in the next flock.

Litter quality is partly related to the type of substrate used and partly to different management
practices. The type of substrate should be chosen carefully. Litter should be maintained so that it
is dry and friable and not dusty, caked or wet. Poor litter quality can result from a range of factors
including water spillage, inappropriate feed composition, enteric infections, poor ventilation and
overcrowding.

If broilers are kept on slatted floors, where a very humid climate precludes the use of other
flooring substrates, the floors should be designed, constructed and maintained to adequately
support the broilers, prevent injuries and ensure that manure can fall through or be adequately
removed.

To prevent injury and keep them warm, day-old birds should be placed on an appropriate type of
flooring suitable for their size.

If day-old birds are housed on litter, before they enter the poultry house, a layer of
uncontaminated substrate, such as wood shavings, straw, rice husk, shredded paper, treated
used litter should be added to a sufficient depth to allow normal behaviour and to separate them
from the floor.

Outcome-based measurables: contact dermatitis, feather condition, gait, behaviour (dust bathing
and foraging), eye conditions, incidence of diseases, metabolic disorders and parasitic
infestations, performance.

g) Prevention of feather pecking and cannibalism

Feather pecking and cannibalism are rarely seen in broilers because of their young age. However,
management methods, such as reducing light intensity, providing foraging materials, nutritional
modifications, reducing stocking density, selecting the appropriate genetic stock should be
implemented where feather pecking and cannibalism are a potential problem.

If these management strategies fail, therapeutic beak trimming is the last resort.
Outcome-based measurables: injury rate, behaviour, feather condition, mortality.

h)  Stocking density
Broilers should be housed at a stocking density that allows them to access feed and water and to
move and adjust their posture normally. The following factors should be taken into account:
management capabilities, ambient conditions, housing system, production system, litter quality,

ventilation, biosecurity strategy, genetic stock, and market age and weight.

Outcome-based measurables: injury rate, contact dermatitis, mortality, behaviour, gait, incidence
of diseases, metabolic disorders and parasitic infestations, performance, feather condition.

i)  Outdoor areas

Broilers can be given access to outdoor areas as soon as they have sufficient feather cover and
are old enough to range safely. There should be sufficient exit areas to allow them to leave and
re-enter the poultry house freely.

Management of outdoor areas is important in partially housed and completely outdoors
production systems. Land and pasture management measures should be taken to reduce the risk
of broilers being infected by pathogens or infested by parasites. This might include limiting the
stocking density or using several pieces of land consecutively in rotation.
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)

K)

Outdoor areas should be placed on well drained ground and managed to minimise swampy
conditions and mud.

Outdoor areas should provide shelter for broilers and be free from poisonous plants and
contaminants.

Protection from adverse climatic conditions should be provided in completely outdoors systems.

Outcome-based measurables: behaviour, incidence of disease, metabolic disorders and parasitic
infestations, performance, contact dermatitis, feather condition, injury rate, mortality, morbidity.

Protection from predators

Broilers should be protected from predators.

Outcome-based measurables: fear behaviour, mortality, injury rate.
Choice of broiler strain

Welfare and health considerations, in addition to productivity and growth rate, should be taken
into account when choosing a strain for a particular location or production system.

EU comments

The EU asks the OIE to consider the following rephrasing of the above sentence:

"Welfare and health eonsiderations-in-addition-to-productivity-and-growth-rate; should

be taken into account when choosing a strain for a particular location or production

system. Productivity and growth rate should also be considered since they may impact
on the health and welfare of the broilers."

Justification:

Growth rate and productivity have both been shown to impair welfare.

m)

Outcome-based measurables: gait, metabolic disorders, contact dermatitis, mortality, behaviour,
performance.

Painful interventions

Painful interventions, such as beak trimming, toe trimming and dubbing, should not be routinely
practised on broilers.

If therapeutic beak trimming is required, it should be carried out by trained and skilled personnel
at as early an age as possible and care should be taken to remove the minimum amount of beak
necessary using a method which minimises pain and controls bleeding.

Surgical caponisation should not be performed without adequate pain and infection control
methods and should only be performed by veterinarians or trained and skilled personnel under
veterinary supervision.

Outcome-based measurables: mortality, culling and morbidity, behaviour.

Handling and inspection
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Broilers should be inspected at least daily. Inspection should have three main objectives: to
identify sick or injured broilers to treat or cull them, to detect and correct any welfare or health
problem in the flock, and to pick up dead broilers.

Inspection should be done in such a way that broilers are not unnecessarily disturbed, for
example animal handlers should move quietly and slowly through the flock.

When broilers are handled, they should not be injured or unnecessarily frightened or stressed.

Broilers which have an incurable illness, significant deformity or injury should be removed from
the flock and killed humanely as soon as possible as described in Chapter 7.6.

Cervical dislocation is an accepted method for killing individual broilers if carried out competently
as described in Article 7.6.17.

Outcome-based measurables: behaviour, performance, injury rate, mortality, vocalisation,
morbidity.

n) Personnel training

All people responsible for the broilers should have received appropriate training or be able to
demonstrate that they are competent to carry out their responsibilities and should have sufficient
knowledge of broiler behaviour, handling techniques, emergency killing procedures, biosecurity,
general signs of diseases, and indicators of poor animal welfare and procedures for their
alleviation.

Outcome-based measurables: all measurables could apply.
o) Emergency plans

Broiler producers should have emergency plans to minimise and mitigate the consequences of
natural disasters, disease outbreaks and the failure of mechanical equipment. Planning may
include the provision of fail-safe alarm devices to detect malfunctions, backup generators, access
to maintenance providers, alternative heating or cooling arrangements, ability to store water on
farm, access to water cartage services, adequate on farm storage of feed and alternative feed
supply and a plan for managing ventilation emergencies.

The emergency plans should be consistent with national programmes established or
recommended by Veterinary Services.

p) Location, construction and equipment of farms
The location of broiler farms should be chosen to be safe from the effects of fires and floods and
other natural disasters to the extent practical. In addition farms should be sited to avoid or
minimise biosecurity risks, exposure of broilers to chemical and physical contaminants, noise and

adverse climatic conditions.

Broiler houses, outdoor areas and equipment to which broilers have access should be designed
and maintained to avoid injury or pain to the broilers.

Broiler houses should be constructed and electrical and fuel installations should be fitted to
minimise the risk of fire and other hazards.

Broiler producers should have a maintenance programme in place for all equipment the failure of
which can jeopardise broiler welfare.

g) On farm harvesting

Broilers should not be subject to an excessive period of feed withdrawal prior to the expected
slaughter time.

Water should be available up to the time of harvesting.
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Broilers that are not fit for loading or transport because they are sick or injured should be killed
humanely.

Catching should be carried out by skilled animal handlers and every attempt should be made to
minimise stress and fear reactions, and injury. If a broiler is injured during catching, it should be
killed humanely.

Broilers should not be picked up by their neck or wings.

Broilers should be carefully placed in the transport container.

Mechanical catchers, where used, should be designed, operated and maintained to minimise
injury, stress and fear to the broilers. A contingency plan is advisable in case of mechanical
failure.

Catching should preferably be carried out under dim or blue light to calm the broilers.

Catching should be scheduled to minimise the time to slaughter as well as climatic stress during
catching, transport and holding.

Stocking density in transport containers should suit climatic conditions and maintain comfort.

Containers should be designed and maintained to avoid injury, and they should be cleaned and, if
necessary, disinfected regularly.

Outcome-based measurables: injury rate, mortality rate at harvesting and on arrival at the
slaughterhouse/abattoir.

Text deleted.
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Annex XIV

DRAFT CHAPTER 7.X

WELFARE OF WORKING EQUIDS

EU comment

The EU thanks the OIE for its work on this new chapter, which we can in general
support. We do nevertheless have specific comments as indicated in the text below.

Article 7.X.1.

Preamble

In many countries, working equids, used for transport and traction, contribute directly and indirectly to
households’ livelihoods and benefit communities as a whole.

More specifically, they contribute to agricultural production and food security by transporting, for instance,
water and fodder for other livestock, firewood and other daily needs to the homestead, agricultural products
to the market; they provide draught power for agricultural work such as ploughing, harrowing and seeding,
weeding and transport; they supply manure and, in some cases, milk, meat and hides for household use or
income (FAO, 2014).

Working equids may be of direct or indirect use in commercial activities such as taxi services, construction,
tourism and transporting goods. They can also be rented out and provide an income for the equid’s owner
and a small business opportunity for the hirer (FAO, 2014). In the case of the latter there can potentially be
an increased animal welfare risk.

Finally, working equids relieve the physical burden of women and children and less able people in transport
of domestic needs; they may strengthen social relationships within extended families and communities
through sharing working animals at times of need, for example during ploughing and harvesting seasons.
They transport people to health centres and medical supplies to remote areas and may also form an
important part of weddings or ceremonial occasions (FAO, 2014) (The Brooke 2014).

The welfare of these working equids is often poor and this may be as a result of their ownership by poor
and marginalised communities who are unable to sufficiently resource their needs. Certain working contexts
may present a particular risk to welfare such as working within construction industries (e.g. brick kilns).

EU comment

The EU would suggest that the OIE insert the words “mines or major construction sites”
in the second of the above sentences so that it reads:

“Certain working contexts may present a particular risk to welfare such as working
within construction industries (e.g. brick kilns,_major construction sites) or mines.”

Justification:

These work types are common and particularly hazardous. See also comment to Article
7.X.3. number 2.

Article 7.X.2.

Scope and definition
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This chapter applies to the following working animals: horses, mules and donkeys which are used for
traction and transport, for income generation as well as domestic use (non-commercial work). Equids used
in sports or competitions, leisure riding or research are excluded.

EU comment

The EU asks the OIE to consider both an amendment to the first sentence and to
inserting a new second sentence in the above paragraph which reads as follows:

“This chapter applies to the following working animals: horses, mules and donkeys

which are used for traction and transport, for the purpose of income generation as well

as domestic use {ren-commereial-werk). Equids that are retired or abandoned, young
animals destined to become working equids and those not working temporarily due to

pregnancy or illness/injury are included in this definition.”
Justification:

Concerning the scope we are uncertain whether horse kept for the purpose of either
meat or milk production are covered by it. If they are not meant to be covered the
insertion of the words “the purpose of”” may help clarify this issue. Domestic use is in
essence non-commercial and it should be unnecessary to specify it.

These additional categories of working animals are frequently affected by poor welfare
and risk not being covered by the draft chapter if the focus is solely on animals currently
in work.

Article 7.X.3.

Responsibilities and competencies

EU comment

The EU asks the OIE to consider inserting an additional paragraph here concerning
competencies:

“All those with a defined responsibility as outlined below should have the requisite

knowledge and skill to perform their duties and in certain cases the personnel necessary
to do so.”

Justification:

Though the subtitle to this article addresses also competencies this topic is lacking in
several of the following sections. It is however an important aspect which needs to be
described.

1. Veterinary Authority

The Veterinary Authority is the responsible for implementation of animal health and welfare. In the
case of working equids, responsibility may be shared with other government agencies and institutions
as listed below and including but is not limited to those responsible for agriculture and transport.

EU comment

The EU would suggest that the OIE include a text on health control and prevention of
infectious disease here:

“Working horses should be protected from disease. Generally it will be the
responsibility of animal health control bodies to ensure this.“

Justification:
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Working horses should have a good disease control status in the same manner as farmed
animals do.

2. Other government agencies

The responsibilities of other government agencies will depend on the range of working equid uses and
contexts.

For example those agencies responsible for regulating brick kilns, whether for environmental or labour
compliance may also have a responsibility for the working equids involved in the industry.

EU comment

The EU would suggest that the OIE insert the words “mines or major construction sites”
in the above sentence so that it reads:

“For example those agencies responsible for regulating brick kilns, mines or major
construction sites, whether for environmental or labour compliance may also have a
responsibility for the working equids involved in the industry.”

Justification:

Indeed, mining and major construction sites have created huge welfare problems for
working equids in the past in some parts of the world and it is for this reason relevant to
include them.

Particularly in urban areas, the transport or other responsible agency may have legislative authority in
dealing with traffic circulation and have a role to play in ensuring a safe environment for working
equids as well as other road users.

Environmental protection agencies may regulate and enforce measures to prevent working equids
from accessing rubbish or garbage sites or other potential sources of contamination (such as
agricultural chemicals or cadavers).

The agency responsible for public health may have legislative authority in dealing with zoonosis such
as glanders.

Education authorities have a responsibility in schools and through agricultural, paraveterinary and
veterinary training; appropriate education and training can prevent many welfare problems from

occurring.

3. Local government authorities

Local government authorities are responsible for many services and programmes that relate to health,
safety and public good within their jurisdiction. In many countries the legislative framework gives
authority to local government agencies with regard to aspects of transport, agriculture, public health,
environmental health and inspection, and compliance activities including in relation to quarantine and
responsibility for abandoned animals.

EU comment

The EU would ask the OIE to consider a slight amendment to the first sentence and to
include “animal health” among the listed elements of the second sentence.

“Local government authorities may be are responsible for many services and
programmes that relate to health, safety and public good within their jurisdiction. In
many countries the legislative framework gives authority to local government agencies
with regard to aspects of transport, agriculture, public health, environmental health and
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inspection, and compliance activities including in relation to animal health, quarantine
and responsibility for abandoned animals.”

Justification:

Though local authorities may be responsible they are not always so. Animal health is an
equally important and relevant element in this connection.

In many countries local government agencies are responsible for the development and enforcement of
legislation relating to equine drawn carts and carried loads in traffic, animal identification (registration),
licensing and disposal of dead animals.

4. Private sector veterinarians

The private sector veterinarians are responsible for providing advice to working equid owners or
handlers and can play an important role in disease surveillance because they may be the first to see
an equid suffering from a notifiable disease. The private sector veterinarians should follow the
procedure established by the Veterinary Authority for reporting a suspected notifiable disease. Private
sector veterinarians may also play a role (often in liaison with the police or other local authorities) in
dealing with cases of neglect that can lead to welfare problems.

EU comment

The EU would ask the OIE to consider amending the first sentence in the above
paragraph as follows:

“The private secter veterinarians are responsible for providing veterinary treatment and
advice to working equid owners or handlers and can play an important role in disease
surveillance because they may be the first to see an equid suffering from a notifiable
disease.”

The word “sector” would then also need to be deleted from the title and the other
sentences in this paragraph and the below paragraph.

Justification:

It is important to note the full role of veterinary practitioners. In cases where an animal
needs to be treated the veterinarian’s role is to provide not only advice but also animal
care or medical treatment.

The word “sector” is not considered necessary for the understanding of the text.

The private veterinarians should have competence in clinical examination, diagnosis and, treatment,
preventive procedures such as vaccination (which may include contracted services from the
government in the case of certain diseases), animal identification, nutrition, and management advice
provision, surgical procedures and euthanasia. Two-way communication between the private sector
veterinarians and Veterinary Authority, often via the medium of a veterinary professional organisation,
is important and the Veterinary Authority is responsible for setting up appropriate mechanisms for this
interaction.

EU comment

The EU would suggest that the OIE include “slaughter of equids” among the topics
listed in the first sentence of the above paragraph.

“The private veterinarians should have competence in clinical examination, diagnosis
and, treatment, preventive procedures such as vaccination (which may include
contracted services from the government in the case of certain diseases), animal
identification, nutrition, and management advice provision, surgical procedures,
slaughter and euthanasia.«
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Justification:

Knowledge of slaughter in addition to euthanasia is indeed an important competence for
private veterinarians.

Private veterinarians may also have a responsibility in supervising and coordination of veterinary para-
professionals involved in delivering animal health services.

5. Non-governmental organisations

Non-governmental organisations (NGOs) and intergovernmental organisation should understand the
role of working equids and may help to collect and provide information to support policy formulation, to
advocate for and promote health and welfare of working equids.

EU comment
The EU would ask the OIE to consider amending the above sentence as follows:

“Non-governmental organisations (NGOs)_such as those working in animal welfare and
animal health, as well as those engaged in relevant areas of work, and

intergovernmental organisations should understand the role of working equids and may
help to collect and provide information to support policy formulation, to advocate for
and promote health and welfare of working equids.”

Justification:

This additional information can help national and local authorities to identify
organisations able to provide useful resources (knowledge, programme implementation,
community engagement, etc.).

Local NGOs are potential partners of the Veterinary Services in the development and implementation
of working equid animal health and welfare programmes.

EU comment
The EU would ask the OIE to consider altering the above sentence as follows:

“Local NGOs may be are potential partners of the Veterinary Services in the
development and implementation of working equid animal health and welfare
programmes.”

Justification:

Local NGOs are not in all cases or circumstances partners of the Veterinary Services
and it is more appropriate to say that they may be potential partners.

NGOs may also contribute, together with veterinarians and Competent Authorities in educating the
public in the importance of animal welfare of working equids.

6. Working equid owners and users

Owners and users should ensure that the welfare of the equid, including behavioural needs, is
respected and the equid is protected, as far as possible, from injuries, harm, neglect and infectious
diseases (e.g. through vaccination and parasite control). Provision of appropriate feed, water and
shelter is also a responsibility of the equid owner.

EU comment
The EU would ask the OIE to consider including a new final sentence as follows:

“Owners also have a responsibility to protect their animals from fear and distress.”
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Justification:

The OIE recognises the ‘five freedoms’ (Chapter 7.1, article 7.1.2, paragraph 2) and it
therefore makes sense to cover all the same areas under owners’ and users’
responsibilities.

Article 7.X.4.

Criteria or measurables for the welfare of working equids

Although there is no single measure of animal welfare, focusing on issues that improve animal health and
the needs of working equids will bring about improvements in animal welfare in practice and ensure that
legislators can make evidence based decisions (Dawkins, 2006).

The following outcome-based measurables, can be useful indicators of animal welfare. The use of these
indicators and the appropriate thresholds should be adapted to the different situations where working
equids are used.

1. Behaviour

Presence or absence of certain equine behaviours could indicate an animal welfare problem, including
fear, depression or pain. Non-specific behavioural indicators of pain include aggression, restlessness,
agitation, a reluctance to move and a lowered head carriage. Other behaviours have been well
documented (at least for horses) for abdominal, limb and dental pain (Ashley et al., 2005). Behaviours
differ between donkeys, horses and mules and a good understanding of normal behaviour of each
species is required.

2. Morbidity

Morbidity, including incidence of disease, lameness, injuries or post-procedural complications, may be
a direct or indirect indicator of the animal welfare status.

EU comment

The EU would ask the OIE to consider including a new second sentence which reads as
follows:

“Measuring morbidity requires tools and competencies such as good stockmanship,
clinical diagnostic skills and effective record keeping and reporting.”

Justification:

Mentioning the tools and competencies required to measure morbidity can be useful in
the implementation of the standards.

Understanding the aetiology of the disease or syndrome is important for detecting potential animal
welfare problems. Scoring systems, such as those used to score lameness, can provide additional
information.

Post-mortem examination is useful to establish causes of death. Both clinical and post-mortem
pathology may be utilised as indicators of disease, injuries and other problems that may compromise
animal welfare.

EU comment

The EU would ask the OIE to consider moving this paragraph to the section on
mortality:
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Justification:

This paragraph fits more appropriately there.

3. Mortality

Mortality, like morbidity, may be a direct or indirect indicator of the animal welfare status. Depending
on the context, causes of mortality should be investigated including, temporal and spatial patterns of
mortality and relating associated husbandry and handling practices.

EU comment

The EU would ask the OIE to consider moving the paragraph on post mortems here
from the section on morbidity:

“Post-mortem examination is useful to establish causes of death. Both clinical and post-
mortem pathology may be utilised as indicators of disease, injuries and other problems
that may compromise animal welfare.”

Justification:

This paragraph fits more appropriately here.

4. Body condition
Poor or changing body condition may be an indicator of compromised animal health and welfare and
scoring systems help provide objectivity (Kay G., Pearson R.A. & Ouassat M. (2004); Pearson R. A. &
Ouassat M., 1996; Carroll C. L. & Huntington P. J., 1988).

5. Physical appearance

Observation of physical appearance will often provide an indication of health and welfare. Attributes of
physical appearance that may indicate compromised welfare include:

EU comment

The EU would ask the OIE to consider the following amendment to the above final
sentence:

“Attributes of physical appearance that may indicate compromised welfare include,_in
no particular order:”
Justification:

It is important to mention that the physical attributes are not listed according to their
relevance and that those at the top are necessarily the most prevalent.

— presence of parasites,

— abnormal coat, texture or hair loss,

— excessive soiling with faeces, mud or dirt,

— dehydration (measured by drinking behaviour) or heat stress,
— emaciation,

— feet abnormalities,
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— abnormal discharges,
— wounds or injuries,

— abnormal behaviour, postures and gait.

EU comment

The EU would ask the OIE to consider amending two of the above bullet points:
“- poor body condition or emaciation,

- Joint and/or feet abnormalities,”

Justification:

Emaciation is an extreme state where the welfare has been reduced over a long period of
time and it is pertinent to intervene at an earlier stage.

Joint abnormalities whether acute or chronic may also compromise the welfare of
equids and should be included in the list. Such joint abnormalities include inflammation
of an infectious or traumatic nature, bursitis, spavin, and ring bone.

6. Handling responses

Poor human-animal interactions can lead to improper handling. This may include inappropriate driving
and restraint methods such as the use of whips and sticks, and can result in fear and distress.
Indicators could include:

— aversive responses to fitting of equipments and loads,

— defensive responses from the equid to the owner or user such as threatening facial expressions,
kicking, biting and avoiding human contact,

— injuries to animals resulting from improper handling.

7. Complications due to management practices

Some management practices, such as castration, are commonly performed in working equids for
improving animal performance, facilitating handling and improving human safety and animal welfare.
They should be accomplished quickly, expertly and with the proper equipment. If these procedures are
not performed properly, animal welfare can be compromised. Indicators of such problems could
include:

EU comment

The EU would ask the OIE to consider the following amendments for the first and
second sentences in the above paragraph:

“Some management practices, such as castration, are commonly performed in working
equids ferimproving-animalperformanee; to facilitateirg handling and improveing
human safety and animal welfare. They should be accomplished guickly; expertly and
with the proper equipment,_using best practices and effective analgesia and
anaesthesia.”

Justification:

The main reason for these practices being done is generally related to handling and
human safety.

Pain relief is appropriate and important in these instances.
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— post procedure infection and swelling,
— myiasis,

— mortality.

EU comment

The EU would ask the OIE to consider slightly rephrasing the first bullet point as
follows:

“- Post procedure infection and swelling, pain behaviour,”
Justification:

Pain behaviour is described as a relevant criterion in article 7.X.4 and is indeed a
pertinent indicator in this context.

It is important to note that some “management practices” are not based on evidence and are inherently
bad for welfare. Evidence of firing, nasal slitting, lampas cutting and harmful substances put on
wounds should be identified as indicators of poor welfare.

EU comment
The EU would ask the OIE to consider amending the above paragraph as follows:

“It is important to note that some “management practices” are-hot-based-on-evidence
&nd—aclce—m#:re#en%ly—bad—fer—we#&w Ewdenee@fznglrmg nasal sllttmg, Iampas cutting,

cauterising wounds, a A
indicators-of poorwelfare are not based on ewdence Slnce the¥ are mherentlx bad for
welfare steps should be taken to prevent such practices.”

Justification:

These are unnecessary management practices, which deliver no benefit in terms of
improving performance or handling and result in poor welfare. They can and should be
stopped through appropriate capacity building programmes. It is furthermore in line
with the statement in this Chapter’s Article 7.X.9, second paragraph.

8. Lameness (Gait)

Traditionally, lameness has been defined as any alteration of the horse's gait. In addition, lameness
can be manifest in such ways as a change in attitude or performance. These abnormalities can be
caused by pain in the neck, withers, shoulders, back, loin, hips, legs or feet. Identifying the source of
the problem is essential to proper treatment (AAEP, 2014). Lameness or gait abnormalities are the
most common presenting signs of working equids to veterinarians. Ninety to ninety nine per cent of
working equids may have hoof and limb problems (Burn et al., 2010; Pritchard et al., 2005).

Indicators of such problems could include:

hoof conformation abnormalities,

— unequal weight bearing,
— hoof pastern axis and angles,

— lameness grades: There are various gait or lameness scoring systems, an example is one
developed by the American Association of Equine Practitioners (AAEP).

The scale ranges from zero to five, with zero being no perceptible lameness, and five being most
extreme:
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0: Lameness not perceptible under any circumstances.

1: Lameness is difficult to observe and is not consistently apparent, regardless of circumstances
(e.g. under saddle, circling, inclines, hard surface, etc.).

2: Lameness is difficult to observe at a walk or when trotting in a straight line but consistently
apparent under certain circumstances (e.g. weight-carrying, circling, inclines, hard surface,
etc.).

3: Lameness is consistently observable at a trot under all circumstances.
4: Lameness is obvious at a walk.
5: Lameness produces minimal weight bearing.

9. Fitness to work

Fitness to work is defined at the state or condition of being physically sound and healthy, especially as
a result of exercise and proper nutrition, to perform work well (Saunders Comprehensive Veterinary
Dictionary, 3 ed. Elsevier).

Indicators of an equid’s inability to carry out the work demanded of it include the presence of heat
stress, lameness, poor body condition or weight loss, harness related wounds and aversive
behavioural responses to, for example, harness or equipment fitting.

Article 7.X.5.
Recommendations
Article 7.X.6. to 7.X.13. provide recommendations for measures applied to working equids.

Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.X.4.
This does not exclude other measures being used where appropriate.

Article 7.X.6.

Nutrition, feeding and watering

EU comment

The EU would ask the OIE to consider dividing this article according to subject while
also inserting a new introductory paragraph here:

“Horses are naturally grazers who eat little and often. Their natural diet is mainly
grasses, which have a high roughage content. Horses should be provided frequently with
a predominantly fibre-based diet: either grass, hay, haylage or a hay replacement in
order to mimic their natural feeding pattern as closely as possible.”

Justification:
It is important to set the context to the indicators and to state the basic principles.

EU comment

The EU would ask the OIE to consider inserting a subheading here while at the same
time moving the text on water here:
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“Provision of water

The most important dietar nstituent jent for the welfare of workin ids i

water (Heleski et al., 2010). Working equids need an adequate supply and access to
latabl fe water that meets their variable physiological, work, and environmental

requirements whi e.q. increased need for water need in hot weather).”

Justification:

Given the importance of provision of water this fact should be presented from the
beginning. The word “nutrient” has been replaced with “dietary constituent” as this is
considered a more correct terminology for water. Some other changes have been made
to the sentence for linguistic reasons.

Introducing subheadings may improve the readability of the article.

Energy, protein, mineral (including trace minerals) and vitamin contents in the diet of working equids, their
balance, safety, digestibility and availability are major factors determining the traction power of the animals,
their growth and overall productivity and their health and welfare (FAO, 2014; Pearson, 2005).

EU comment

The EU would ask the OIE to consider inserting a subheading here for the following
paragraphs and to also include the word “fibre” in the above sentence:

“Nutrition and feeding

Energy,_fibre, protein, mineral (including trace minerals) and vitamin contents [...]”
Justification:

Fibre is a key element of a working equid diet and crucial to include here.

Working equids should be provided with access to an appropriate quantity of balanced feed and water
which is safe (edible and with no biological, chemical and physical contaminants) and of adequate quality to
meet their physiological and working needs. In case of feed shortages, the animal handler should ensure
that the period of reduced feeding is short as possible and that mitigation strategies are implemented if
health and welfare are at risk of being compromised (NRC, 2007).

EU comment

The EU would ask the OIE to consider rephrasing slightly the first sentence of the above
paragraph so that is reads as follows:

“Working equids should be provided with access to an appropriate quantity of balanced
feed and water which is safe (edible/potable and with no biological, chemical and
physical contaminants) and of adequate quality to meet their physiological, behavioural
and working needs.”

Justification:

As outlined above it is important for equids to be able to spend time on foraging
behaviour such as grazing or ingesting sufficient quantities of roughage. This
behavioural need does not depend on whether the equid’s nutritional needs are satisfied
and thus it is relevant to mention here.

Also since provision of water is also addressed by this paragraph some mention of
suitable water sources should be made.
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If supplementary feed is not available, steps should be taken to avoid starvation, including slaughter, sale or
relocation of the animals, or humane killing.

EU comment

The EU would ask the OIE to consider elaborating on the above statement by including
three new sentences:

“Animal owners should take steps to balance workload to feed availability including also
the available time to eat fibrous feed. Where available feed does not fully compensate for
energy expenditures, resting periods need to be increased. Owners should also take
measures to prepare for predicted cycles of drought/poor feed availability through, for

example, appropriate storage of feed. If supplementary feed is not available, steps
should be taken to avoid starvation, including slaughter, sale or relocation of the

animals, or humane Killing.”
Justification:

Positive measures can and should be undertaken to prevent starvation. Animal owners
have a responsibility in this regard.

Working equids need some of their nutrient requirements to be met by fresh, green forage. For this purpose,
owners and handlers should allow them to forage whenever possible and allow for an adequate number of
working breaks to allow the animals to eat (Heleski et al., 2010). Cut green forage should be provided when
grazing is not possible. Long forage is important as well as green forage and should also be provided even
when green forage is not available. Long fibre hay is better than chopped forage to prevent ulcers.

Inadequate diets and feeding systems that may contribute to diseases, stress, discomfort or to abnormal
behaviour in working animals should be avoided. Animal handlers should be aware of the importance of the
animals’ nutritional needs and consult an expert for advice on ration formulation and feeding programmes
when needed.

However, the most important nutrient for the welfare of working equids is water (Heleski et al., 2010).
Working equids need an adequate supply and access to palatable, safe water that meets their physiological,
work, and environmental requirements which may vary (e.g. increased water need in hot weather).

EU comment

The EU would ask the OIE to consider moving this sentence to the beginning of this
article:

Justification:

Given the importance of provision of water this fact should be stated at once.

Outcome-based measurables: mortality and morbidity rates, behaviour, changes in weight and body
condition, fitness to work, dehydration (as measured by drinking behaviour), signs of heat stress.

Article 7.X.7.

Shelter: homestead housing, workplace shelter, environmental considerations, protection from
predators
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Effective shelter should be provided for working equids both in the resting and working environments.
Shelter should provide protection against adverse weather conditions and against predators and injury as
well as good ventilation and the ability to rest comfortably. Resting space should be large enough for the
equid to lie down comfortably and to turn round.

1. Heat stress

Heat stress is a common condition in working equids which are often working in hot, humid
environments and animal handlers should be aware of the risk that heat stress poses. Equid owners
and handlers should be aware of how to prevent it through provision of appropriate shade or shelter
along with sufficient drinking water (The Brooke, 2013). Owners may also be trained in effective
treatment of hyperthermia as timely veterinary assistance may not be available.

EU comment

The EU would ask the OIE to consider amending the final sentence of the above
paragraph as follows:

“Owners may should also be trained in effective treatment of hyperthermia as timely
veterinary assistance may not be available.«

Justification:

If there is a risk of timely assistance not occurring there should be more of an obligation
for training.

Outcome-based measurables: largely behavioural, including: increased respiratory rate and effort;
flared nostrils; increased head movement and lack of response to environment (Pritchard et al., 2006).

2. Cold

Protection from extreme cold weather conditions should be provided when these are likely to create a
serious risk to the welfare of equids, particularly of neonates and young animals and others that are
physiologically compromised. Such protection could be provided by natural or man-made shelter
structures. Care must be taken that, in an attempt to protect against the cold, ventilation and air quality
are not compromised. Animal handlers should also ensure that equids have access to adequate feed
and water during cold weather (The Brooke WEVM, 2013).

Outcome-based measurables: mortality rates, physical appearance, behaviour including abnormal
postures and huddling.

3. Protection against predators and injury

Good shelter is required to keep equids safe from predators and from road accidents, a common
occurrence if equids are left free to roam. If working equids are housed alongside other domestic
livestock, care must be taken to protect them from injury by horned cattle (The Brooke WEVM, 2013).

Outcome based measurables: morbidity (injury rate) and mortality rates, physical appearance,
behaviour.

EU comment

The EU would ask the OIE to consider introducing a number 4 concerning the hygiene
of the shelter:

“4, Hygiene

The shelter environment should be kept dry and clean, since poor hygiene is a factor
that may impact adversely on animal welfare.”

Justification:

Shelter from adverse weather and from predators is important, but inadequate hygiene
can be a problem for working equids.
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Article 7.X.8.

Disease and injury management: management of endemic disease, infectious disease, work-related
wounds and injuries, planning for disease outbreaks, health service provision

1. Biosecurity and disease prevention

For the purpose of this chapter, biosecurity means a set of measures designed to maintain an equid
population or herd at a particular health status and to prevent the entry or spread of infectious agents.
Biosecurity plans should be designed and implemented, commensurate with the desired health status
of the equid population or herd and current disease risk and for listed diseases, in accordance with
relevant recommendations of the Terrestrial Code. These biosecurity plans should address the control
of the major sources and pathways for spread of pathogens:

a) equids,

b) other animals and disease vectors,

c) people,

d) equipment (e.g. harnessing, handling and grooming equipment, feeding utensils),
e) vehicles,

f) air,

g) water supply,

h) feed.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, changes in body
condition.

EU comment

The EU would ask the OIE to consider deleting “reproductive efficiency” from the
above list:

“Qutcome-based measurables: morbidity rate, mortality rate,reproductiveefficiency,
changes in body condition.«

Justification:

\ Reproductive efficiency is not a primary consideration for working equids.

2. Animal health management

Animal health management means a system designed to optimise the physical and behavioural health
and welfare of the working equid. It includes the prevention, treatment and control of diseases and
conditions affecting the individual animal and herd, including the recording of illnesses, injuries,
mortalities and medical treatments where appropriate.

There should be an effective national programme for the prevention and treatment of working equid

diseases and conditions with clear roles and responsibilities defined for official and private animal
health service personnel as well as for owners.
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Those responsible for the care of working equids should be aware of the signs of ill-health or distress,
such as reduced feed and water intake, changes in weight and body condition, changes in behaviour
or abnormal physical appearance.

Animals at higher risk of disease or distress will require more frequent inspection by animal handlers. If
animal handlers are not able to correct the causes of ill-health or distress or if they suspect the
presence of a reportable disease they should seek advice from those having training and experience,
such as veterinarians or other qualified advisers.

Vaccinations and other treatments administered to equids should be undertaken by people skilled in
the procedures and on the basis of veterinary or other expert advice.

Animal handlers should have experience in recognising and managing chronically ill or injured equids,
including those that are non-ambulatory.

EU comment

The EU would ask the OIE to consider amending the above sentence as follows:

“Animal handlers should be competent have-experience in recognising identifying and
appropriately managing chronically ill or injured equids, including those that are non-

ambulatory.”
Justification:

Sick, injured or distressed animals may need protection from other animals or stressors
in the environment as well as medical treatment. As the level of protection required will
vary from case to case, it is important to emphasize that animal handlers should be able
to identify and consider the needs of such animals and act accordingly.

Non-ambulatory equids should have access to feed and water at all times and be provided with
concentrated feed at least once daily and hay or forage ad libitum. They should not be transported or
moved unless absolutely necessary for treatment or diagnosis. Such movements should be done
carefully using methods avoiding dragging or excessive lifting.

EU comment

The EU would ask the OIE to consider amending the first sentence of the above
paragraph as follows:

“Non-ambulatory equids should have access to feed and water at all times and be
provided with concentrated feed at least once daily or as appropriate and hay or forage
ad libitum.”

Justification:

Non-ambulatory animals may not need concentrated feed every day.

When treatment is attempted, equids that are unable to stand up unaided and refuse to eat or drink
should be euthanised according to the methods indicated in Chapter 7.6., as soon as recovery is
deemed unlikely.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, behaviour,
physical appearance, and changes in body condition.
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EU comment

The EU would ask the OIE to consider deleting “reproductive efficiency” from the
above list:

“Outcome-based measurables: morbidity rate, mortality rate,-reproductive-efficiency,
behaviour, physical appearance, and changes in body condition.

Justification:

Reproductive efficiency is not a primary consideration for working equids.

Health is a major component of the welfare of an animal, as an animal in poor health is necessarily in a
state of decreased well-being. Health may be assessed by:

a) The general appearance of the equid

This is a simple to evaluate and revealing parameter, it suffices to observe the posture and
demeanour of the animal, its body condition, and the appearance of its coat.

EU comment
The EU would ask the OIE to consider amending the above sentence slightly.

“This is a simple parameter to evaluate and a revealing gne-parameter, it suffices to
observe the posture, movement and demeanour of the animal, its body condition, and
the appearance of its coat.«

Justification:

The animal’s ability to move without difficulty is also relevant in this context and is
likewise a simple parameter to use.

b) The absence of injury

A wounded animal is suffering. Pain from wounds decreases welfare. Injuries may result from
inappropriate external factors; they may result from a poorly adapted environment (e.g. hobble
wounds or harness wounds), they may also be indicative of poor human-animal interactions.

c) The absence of disease

Evolution of diseases: disease patterns change with time and in working equids, overt clinical
signs of infectious disease may often be difficult to detect. More commonly seen are multi-
factorial syndromes or conditions involving multiple pathogens as well as environmental and
management factors.

d) The effects of stress

Stress has a deleterious effect on the immune system; a high incidence of disease may be
indicative of too much stress.

Article 7.X.9.

Handling and driving practice, handling facilities, personnel expertise and training, mutilations and
other management practice

Poor management practices include bad handling, inappropriate restraint such as too tight tethering or

hobbling, working animals that are unfit or immature, poor housing that does not protect the equids from
adverse weather conditions (heat stress), inadequate handling equipment, excessive number of working
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hours, being underfed, lack of resting periods, working under heat stress, overloads, some traditional
practices such as firing or, nostril slitting.

Some traditional beliefs encourage unsafe, non-effective and inhumane handling of working equids. Firing
is carried out in the mistaken belief that it will cure problems such as lameness or respiratory disease and
nostrils may be slit in an attempt to increase airflow in hot climates. Veterinarians have a role in educating
owners and handlers of working equids to cease these inappropriate and ineffective practices and also in
encouraging good management and handling skills.

EU comment

The EU would ask the OIE to consider amending the final sentence so that it reads as
follows:

“Competent authorities and Mveterinarians have a role in educating owners and
handlers of working equids to cease these inappropriate and ineffective practices and
also in encouraging good management and handling skills.«

Justification:

Prevention of unsuitable practices should not be left solely to veterinarians. Public
authorities can play an important role, be it through properly enforced legislation or
education and capacity building.

Education of veterinarians on working equid health, handling, use and management is currently
inadequately covered in most veterinary curricula and training programmes for drivers and operators and
this should be addressed if such people are to fulfil their responsibility to train others.

Equids should not be tethered or hobbled permanently; they should not be hobbled for continuous periods
of more than 12 hours in any 24-hour period.

EU comment
The EU asks the OIE to consider amending the above sentence as follows:

“Equids should not be tethered or hobbled permanently; they should not be hobbled for
continuous periods of more than 12 hours in any 24-hour period and the tethering
and/or hobbling must be carried out in a way that prevents causing the animal pain.«

Justification:

Not only the time limit but also correct usage is important to ensure that the hobbles are
not too tight or restrict movement to such an extent that it causes discomfort or indeed
pain. The same applies to the use of tethers.

The tethering site should have a minimum radius of nine metres, and should be free from obstructions that
may entangle the tether. Adequate water and feed and frequent supervision should be provided.

EU comment

The EU asks the OIE to consider amending the second sentence in the above paragraph
as follows:
“Adequate water and feed and frequent supervision should be provided so that

appropriate action may be taken if necessary e.g. by moving the animals to areas
providing shade and shelter.”

Justification:

OIE Terrestrial Animal Health Standards Commission/September 2014




18

It should be underscored here that action may be required following supervision. An
example is given specifically related to shade and shelter even though this is already
regulated in Article 7.x.7. It is still important to emphasise that weather conditions may
change considerably during a 12 hour period and it may be necessary to move the horse.

Mares in season should not be tethered with stallions; mares about to foal or with a foal should not be
tethered.

Equipment used to hobble must be designed for hobbling. The parts of the hobbles which are in contact
with the skin should not be made from material that causes pain or injury (Burn et al., 2008).

Harness injury should be prevented through daily checking of harness for damage and prompt, effective
repair as necessary. Equids should be checked after work for signs of rubbing and hair loss and the source
of any problems should be removed through maintenance and padding where required. Bits in particular
should have no sharp edges and should be of the appropriate size for the animal.

EU comment

The EU asks the OIE to consider amending the first and second sentences in the above
paragraph as follows:

“Harness injury should be prevented through properly fitted and adjusted harness and
daily checking of it harness-for damage,_Where necessary this should be followed by for
damage-and prompt; and effective adjustment or repair as-reeessary. Equids should be
checked daily during and after work for signs of rubbing,and hair loss or swelling and
the source of any problems should be removed through maintenance and padding where
required.”

Justification:

Proper adjustment right from the start is important to prevent injury due to the
harness, especially when using the same harness on different horses, which is a common
enough practice. Furthermore, keeping an eye on signs of rubbing etc. while the harness
is in use, could give additional information on how to prevent welfare problems, possibly
at an earlier stage.

EU comments
The EU would ask the OIE to consider inserting two new paragraphs here:

“Owners and users of working equids should be discouraged from using whips and
harmful “motivators” such as sticks. Instead humane training practices for equids

should be promoted which focus on developing good driving practices and the use of
appropriate harness.

Shoeing of equids should only be performed by professionals with the necessary
knowledge and skill of farriery and the appropriate training.”

Justification:

Common injuries and fear responses in working equids are due to poor driving,
including the inappropriate use of implements to “persuade” equids to go faster.

Even though farriery and hoof conditions are described in Article 7.x.13., there does not
seem to be a requirement that shoeing be performed by people with the necessary skKill
to do it properly.
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Outcome based measurables: mortality and morbidity rates, physical appearance (firing, harness and
hobbling wounds and lameness), behavioural signs.

Article 7.X.10.
Behaviour and social interactions

Natural behaviours and social interactions differ between horses, mules and donkeys, and a familiarity with
normal and abnormal behaviour of each type of working equid is recommended in order to interpret the
welfare implications of what is being observed.

Some behaviours may indicate an animal welfare problem but may not be uniquely indicative of one type of
problem; they may be exhibited for a variety of different welfare causes. Depression, apathy, dullness and
lethargy in equids which are usually active and alert, can be indicative of a welfare problem. Changes in
eating or drinking habits may indicate a welfare problem, especially a decreased feed intake. This might
also be an indicator of dental problems; poor feed quality or even feed contamination.

A variety of other behaviours may also be observed in working equids.
Behaviours indicating discomfort or pain such as:

— Head pressing, stable walking, weaving, teeth grinding, grunting, food dropping, and inability to eat
normally. Such behaviour may indicate disease process, abdominal or cranial pain.

— Depression, circling, foot pawing, flank watching, inability to stand up, trashing, rolling. Such behaviour
may indicate abdominal or other discomfort.

— Disturbance of ground or bedding. Such behaviour may indicate disease process, abdominal pain,
malnutrition.

— Weight shifting, foot pawing, reluctance to move or abnormal movement. Such behaviour may indicate
leg, foot or abdominal pain.

— Head shaking, discharges or avoidance of head contact. Such behaviour may indicate head, ear or
ocular discomfort.

— ltching, rubbing, self-inflicted abrasions. Such behaviour may indicate skin problems, parasites.

— Non-specific pain in horses: restlessness, agitation and anxiety, rigid stance and reluctance to move,
lowered head carriage, fixed stare and dilated nostrils, clenched jaw, aggression and reluctance to be
handled. In donkeys these behaviours are more subtle and may not be recognised.

— Abdominal pain in horses: vocalisation, rolling, kicking at abdomen, flank watching, stretching. In
donkeys, dullness and depression.

— Limb and foot pain in horses: weight-shifting, limb guarding, abnormal weight distribution, pointing,
hanging and rotating limbs, abnormal movement, reluctance to move. These signs are more subtle in
donkeys, although repeated episodes of lying down are reportedly more indicative.

— Head and dental pain: headshaking, abnormal bit behaviour, altered eating; anorexia, quidding, food
pocketing. (Ashley et al., 2005).

Behaviours indicating fear or anxiety such as:

— Avoidance of humans, especially when handlers or objects associated with their handling come close,

— A reluctance by the working equids to engage in their use for traction or transport or even a cessation
and aggressive behaviour especially when fitting equipment or loading is undertaken.

Outcome-based measurables: behaviours indicative of discomfort or pain, sociability with humans and other
equids, alertness, injuries, changes in weight and body condition, willingness to accept equipment and
loading for work.
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Article 7.X.11.

End of life issues: euthanasia, slaughter (including end of working life, abandonment)

EU comment:
The EU would ask the OIE to consider inserting a new paragraph here:

“Consideration needs to be given to other end of life issues such as abandonment.
Abandonment of equids should be discouraged. The relevant authorities should be

responsible for developing and implementing guidance or legislation to prevent
abandonment while taking steps to make provision for abandoned animals which would
ensure their welfare.”

Justification:

Euthanasia is not the only consideration for animals towards the end of their lives and it
Is also not always that straightforward in many countries where it is less acceptable to
the people. Other steps need to be taken to ensure the animals welfare in cases where
euthanasia is not considered acceptable.

When euthanasia is practised in working equids, the general principles in the Terrestrial Code should be
followed. Euthanasia is the humane method of ending an animal’s life in the most pain-free and least
stressful way possible. Otherwise the working equid may suffer a prolonged and painful death by
abandonment, neglect or disease or acute, painful death such as being eaten by wild animals, or hit by a
road vehicle.

EU comment

In Chapter 7.6. there is currently no description of appropriate methods of euthanasia
for horses. The EU would ask the OIE to consider developing specific guidance in this
area.

Article 7.X.12.
Appropriate workloads

No equid under the age of four years should be worked. They are under developed and their bones have
not had time to mature sufficiently to cope with the rigours of work. In horses upper fore and hind limb
growth plates do not close until four years of age and spinal ones not until five years of age. Animals that
are subjected to work too young in life will usually suffer from leg and back injuries in later life, resulting in a
much-reduced working life.

EU comment

The EU asks the OIE to consider amending the first sentence in the above paragraph as
follows:

“No equid under the age of four years_i.e. still in possession of its milk teeth, should be
worked.”

Justification:

Equids may be sold and the new owner may not necessarily have information as to its
age. The teeth will however give a good indication of their age.

No mares should be ridden or worked within three months of foaling.

Special considerations should be given to old animals.
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Animals should work a maximum of six hours per day and should be given at least one full day’s rest in
every seven-day period (preferably two).

EU comment

The EU asks the OIE to consider inserting two new sentences before the above one:

“Consideration should be given to the animal’s physical condition and age and the work

load should be adjusted accordingly. A maximum loading weight (for carrying and
pulling) should be set which takes account of these factors. Animals should not work

more than a maximum of six hours per day and should be given at least one full day’s
rest in every seven-day period (preferably two).«

Justification:

Whilst it is key to establish working times and ages for equids it is also important to
consider their workload and to ensure that the work they carry out does not
compromise their welfare. Furthermore an animal’s ability or physical status may not
always allow for a work day of six hours. All these factors should therefore be taken into
account.

Consideration should be given to the weather conditions (work should be reduced in very hot weather).
Breaks should be given at least every two hours and fresh water should be available.

All animals should receive sufficient good quality feed corresponding to their individual requirements. Fresh
water should be available to aid digestion.

Sick or injured animals should not be worked. Any animal that has been under veterinary treatment should
not be returned to work until agreement from the veterinarian is received.

Animals should be in good health and fit to do the work that is required of them.

Outcome based measurables: behaviour, body condition, dehydration, handling response, gait and
lameness.

Article 7.X.13.

Farriery and harnessing

1. Farriery

Equids are shod for two main reasons; to prevent hoof wear and to improve performance. Many equids
cope well without shoes and, if they are coping well, most are best unshod. However, poor hoof care
and farriery predisposes the working equid to injury and infection, and can result in changes to the
size, shape and function of the hoof. Untreated abnormalities of the foot can create long term problems
in other parts of the leg due to change in gait and weight bearing. Such problems could affect:

a) Conditions of the hoof wall and horn producing tissues: hoof wall defects, such as cracks that
involve the sensitive tissue; laminitis, laminar tearing (local, due to hoof imbalance), separation or
inflammation of the sensitive laminae from the insensitive laminae; abscess formation; contusions
of the hoof causing bruising or corn formation; neoplasia, and pododermatitis (thrush or canker).

b) Conditions of the third phalanx: third phalanx problems include fractures of the coffin bone, deep
digital flexor insertional tendiopathy, pedal osteitis (generalised or localised inflammation of the
bone), and disruption of the insertions of the collateral ligaments, cyst-like lesion formation, and
remodeling disease.
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c) Conditions of the podotrochlear region: these include distal interphalangeal synovitis or capsulitis,
deep digital flexor tendinitis, desmitis of the impar (distal navicular ligament) or collateral
sesamoidean ligaments, navicular osteitis or osteopathy, and vascular disease of the navicular
arteries, and navicular fractures.

These conditions are all characterised by pain that can be localised to the hoof (Turner, 2013).

Outcome based measurables: physical appearance, lameness.

2. Harnessing

For the purpose of this chapter, harnessing includes all parts of the driving harness, saddle, bridle and
bit. They work to; control the working equid, act as a braking system when pulling a cart, hold loads in
place and transfer power to attached carts or agricultural implements.

A properly designed, well-fitted and comfortable harness allows the working equid to pull the
equipment to the best of its ability without risk of injuries. A poorly designed or ill-fitted harness can
cause injury and discomfort to the animal as well as inefficient transfer of power from the animal to the
implement or cart and can also be a danger for the handler and other road users.

There should be enough clean padding on harnesses so the animals do not have to work with open
sores.

A good harness; does not have sharp edges which could cause injury to the equid, fits well so that it
does not cause wounds or chafing caused by excess movement; is smoothly shaped or padded so
that loads imposed on the equids body are spread over a large area; and does not impede the
animal’s movement or normal breathing or restrict blood supply. Good harnessing also maximises the
efficiency of transfer of draught energy from animal to load so that minimum effort is required by the
equid.

Bits should be ideally of a simple type (such as a straight bar snaffle), depending on work, but should
always be smooth, appropriately sized for the equid and kept clean. Inappropriate materials such as
thin cord or wire should not be used as bits or to repair bits.

EU comment

The EU asks the OIE to consider inserting two new paragraphs here concerning carts,
the use of swingletrees and the owner’s responsibilities in this area:

“Carts should be maintained to ensure accurate balancing and appropriate tyre
pressure. For draught animals the use of swingletrees is recommended so as to balance
the pull and thus as a result reduce the risk of sores from the harness.

Owners are responsible for ensuring that effective welfare friendly harnessing is
accompanied by good riding and driving practices. Authorities, such as those involved in
traffic matters, also have a responsibility for ensuring rules of the road which include
good driving and riding standards that are enforced.”

Justification:

Welfare problems can ensue if carts present balancing or tyre problems, even if tack is
of good quality.

The use of swingletrees will ensure that sores due to the friction of the collar or breast-
collar on the draught animal’s skin are avoided. Such sores are quite frequent and
swingletrees are a very simple solution to a widely spread problem.
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The establishment of good driving practices is a standalone issue that is likewise
important so as to avoid welfare problems.

Reference

Schlechter, P; Rome 2011, Improve Efficiency and Animal Welfare: the impact of
harness, machinery, equipement and their use; Paper for the FAO/the Brooke Expert
meeting on role, impact and welfare of working animals,

Wounds caused by poorly maintained or inappropriate harnessing are common in working equids and
attention should be paid to prevention of harness related injuries. (Pearson et al, 2003).

Outcome based measurables: lesions at sites of harness abrasion including abrasion of eye area
associated with blinkers, lesions at lip commissures or other parts of the mouth associated with biting;
lesions on tail, hindquarters, hind limbs or hocks associated with contact with cart.
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Annex XIV (contd)

CHAPTER 3.4.

VETERINARY LEGISLATION
Article 3.4.1.
Introduction and objective

Good governance is a recognised global public good and is of critical importance to Member Countries.
Legislation is a key element in achieving good governance.

Veterinary legislation should, at a minimum, provide a basis 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 Agreement) to notify the WTO
of changes in sanitary measures, including changes in legislation that affect trade, and provide relevant
information.

For the purposes of the Terrestrial Code, veterinary legislation comprises all legal instruments necessary for
the governance of the veterinary domain.

The objective of this chapter is to provide advice and assistance to Member Countries when formulating or
modernising veterinary legislation so as to comply with OIE standards, thus ensuring good governance of
the entire veterinary domain.

Article 3.4.2.
Definitions
For the purposes of this chapter the following definitions apply:

Hierarchy 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 instrument: means the legally binding rule that is issued by a body with the required legal authority
to issue the instrument.

Primary legislation: means the legal instruments issued by the legislative body of a Member Country.

Secondary legislation: means the legal instruments issued by the executive body of a Member Country
under the authority of primary legislation.

Stakeholder: means a person, group, or organisation that 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 help to protect, maintain and improve the health and welfare of humans, including
by means of the protection of animal health and animal welfare, and food safety.

Article 3.4.3.
General principles

1. Respect for the hierarchy of legislation
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2.

3.

Veterinary legislation should scrupulously respect the hierarchy between primary legislation and
secondary legislation.

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.

Veterinary legislation should be consistent with national and international law, as appropriate, including
civil, penal and administrative laws.

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.

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
scientifically, technically and legally sound.

To facilitate implementation of the veterinary legislation, Competent Authorities should establish
relationships with stakeholders, including taking steps to ensure that they participate in the

development of significant legislation and required follow-up.

Quality of legislation and legal certainty

Veterinary legislation should be clear, coherent, stable and transparent and protect citizens against
unintended adverse side effects of legal instruments. It should be technically relevant, acceptable to
society, able to be effectively implemented and sustainable in technical, financial and administrative
terms. A high quality of legislation is essential for achieving legal certainty.

Article 3.4.4.

The drafting of veterinary legislation

Veterinary legislation should:

1)
2)
3)
2)

5)

be drafted in a manner that establishes clear rights, responsibilities and obligations (i.e. 'normative');
be unambiguous, with clear and consistent syntax and vocabulary;

be precise, accurate and consistent in the repeated use of the terminology;

contain no definitions that create any conflict or ambiguity;

include a clear statement of scope and objectives;

Annex XIV (contd)

6)

7)

provide for the application of penalties and sanctions, either criminal or administrative, as appropriate
to the situation; and

make provision for the financing needed for the execution of all activities of Competent Authorities; the
financing should be ensured in accordance with the national funding system.
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Article 3.4.5.
Competent Authorities

Competent Authorities should be legally mandated, capacitated and organised to ensure that all necessary
actions are taken quickly and coherently to address animal health, public health and animal welfare
emergencies effectively.

Veterinary legislation should provide for a chain of command that is as effective as possible (i.e. short, with
all responsibilities clearly defined). For this purpose, the responsibilities and powers of Competent
Authorities, from the central level to those responsible for the implementation of legislation in the field,
should be clearly defined. Where more than one Competent Authority is involved such as in relation to
environmental, food safety or other public health matters a reliable system of coordination and cooperation
should be in place.

Competent Authorities should appoint technically qualified officials to take any actions needed for
implementation or verification of compliance with the veterinary legislation, respecting the principles of
independence 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 executing their legal mandate, officials are protected against legal action and physical harm
for actions carried out in good faith;

c) 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

d) atleast the following powers are available through the primary legislation:

i)  access to premises and vehicles for carrying out inspections;

ii) access to documents;

iii) taking samples;

iv) retention (setting aside) of animals and goods, pending a decision on final disposition;
v)  seizure of animals, products and food of animal origin;

vi)  suspension of one or more activities of an inspected establishment;

vii) temporary, partial or complete closure of inspected establishments; and

viii) suspension or withdrawal of authorisations or approvals.

These essential powers must be identified as they 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 should 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 the conditions of supervision by the Competent Authority should be defined.

For this purpose, the veterinary legislation should:
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a)
b)
c)

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;
define 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 and veterinary para-professionals

1.

Veterinary medicine/science

In order to ensure quality in the conduct of veterinary medicine/science, the veterinary legislation
should:

a)

b)

<)

d)

e)

define the prerogatives of veterinarians and of the various categories of veterinary para-
professionals that are recognised by the Member Country;

define the minimum initial and continuous educational requirements and competencies for
veterinarians and veterinary para-professionals;

prescribe the conditions for recognition of the qualifications for veterinarians and veterinary para-
professionals;

define the conditions to perform the activities of veterinary medicine/science; and

identify the exceptional situations, such as epizootics, under which persons other than
veterinarians can undertake activities that are normally carried out by veterinarians.

The control of veterinarians and veterinary para-professionals

Veterinary legislation should provide a basis for regulation of veterinarians and veterinary para-
professionals in the public interest. To that end, the legislation should:

a)

b)

c)

d)

e)

describe the general system of control in terms of the political, administrative and geographic
configuration of the country;

describe the various categories of veterinary para-professionals recognised by the Member
Country according to its needs, notably in animal health and food safety, and for each category,
prescribe its training, qualifications, tasks and extent of supervision;

prescribe the powers to deal with conduct and competence issues, including licensing
requirements, that apply to veterinarians and veterinary para-professionals;

provide for the possibility of 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 organisation.

Article 3.4.7.

Laboratories in the veterinary domain

1.

Facilities

Veterinary legislation should define the role, responsibilities, obligations and quality requirements for:
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a) reference laboratories, 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 Authority to conduct analyses required under the
legislation e.g. for the purposes of quality control.

Veterinary legislation should define the conditions for the classification, approval, operations and
supervision of laboratories at each level.

2. Reagents
Veterinary legislation should provide a basis for actions to address the elements listed below:
a) procedures for authorising reagents that are used to perform official analyses;
b) quality assurance by manufacturers of reagents used in official analyses; and

c) surveillance of marketing of reagents, where these can affect the quality of analyses required by
the veterinary legislation.

Article 3.4.8.
Health provisions relating to animal production

1. Identification and traceability

Veterinary legislation should provide a basis for actions to address all the elements in point 6 of Article
4.2.3.

2. Animal markets and other gatherings

Veterinary legislation should address, for animal markets and other commercially or epidemiologically
significant 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

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 operators.

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

c) recall from the market of any product likely to present a hazard to human health or animal health.
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5. Animal by-products

Veterinary legislation should provide a basis for actions to address the elements listed below:
a) definition of the animal by-products subject to the legislation;
b) rules for collection, processing, use 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 owners.
6. Disinfection

Veterinary legislation should provide a basis for actions to address the regulation and use of products
and methods of disinfection 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 and 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.

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;
i)  exceptional powers of the Competent Authority; and
iii)  special and temporary measures to address all identified risks to human or animal health.
c) 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

Veterinary legislation should provide for measures to investigate and respond to emerging diseases.
Article 3.4.10.
Animal welfare

1. General provisions

Veterinary legislation should provide a basis for actions to address the animal welfare related
requirements in Section 7.
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To this end, the legislation should contain, as a minimum, a legal definition of cruelty as an offence,
and provisions for direct intervention of the Competent Authority in the case of neglect by animal
keepers.

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 appropriate, prohibition of the abandonment of animals, and management of abandoned
animals, including transfer of ownership, veterinary interventions and euthanasia.

Working animals

Veterinary legislation should provide a basis for actions to address the requirements in Chapter 7.X.
and, as appropriate, the definition of owner responsibilities for their animals, and management of
abandoned animals, including transfer of ownership, veterinary interventions and euthanasia.

Article 3.4.11.

Veterinary medicines and biologicals

Veterinary legislation should provide a basis for assuring the quality of veterinary medicines and biologicals
and minimising the risk 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.

Raw materials for use in veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the elements listed below:

a) quality standards for raw materials used in the manufacture or composition of veterinary
medicines and biologicals and arrangements for checking quality;

b) establishment of the withdrawal periods and maximum residue limits for veterinary medicines and
biologicals, as appropriate; and

c) requirements for substances in veterinary medicines and biologicals that may, through their
effects, interfere with the conduct of veterinary checks.

Authorisation of veterinary medicines and biologicals

a) Veterinary legislation should ensure that only authorised veterinary medicines and biologicals
may be placed on the market.

b) Special provisions should be made for:
i)  medicated feed;
ii)  products prepared by authorised veterinarians or authorised pharmacists; and
iii) emergencies and temporary situations.

c) Veterinary legislation should address the technical, administrative and financial conditions
associated with the granting, renewal, refusal and withdrawal of authorisations.
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d)

e)

In defining the procedures for seeking and granting authorisations, the legislation should:
i)  describe the role of the relevant Competent Authorities; 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.

4. Quality of veterinary medicines and biologicals

Veterinary legislation should address the following elements:

a)
b)
c)

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 and biologicals.

5. Establishments producing, storing and wholesaling veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the following elements:

a)

b)
c)
d)

e)

registration or authorisation of all operators manufacturing importing, storing, processing,
wholesaling or otherwise distributing veterinary medicines and biologicals or raw materials for use
in making veterinary medicines and biologicals;

definition of the responsibilities of operators;

good manufacturing practices as appropriate;

reporting on adverse effects to the Competent Authority; and

mechanisms for traceability and recall.

6. Retailing, use and traceability of veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the following elements:

a)

b)

d)

e)

f)

control over 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 to
end users;

restriction to authorised professionals and, as appropriate, authorised veterinary para-
professionals 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.

Article 3.4.12.

Human food production chain
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Veterinary legislation should provide a basis for actions to safeguard the human food production chain
through controls at all critical steps, consistent with national food safety standards. The role of the
Veterinary Services in food safety is described in Chapter 6.1.

1.

General provisions

Veterinary legislation should provide a basis for actions to address the following elements:
a) controls over all stages of the production, processing and distribution of food of animal origin;
b) recording all significant animal and public health events that occur during primary production;

c) giving operators of food production premises the primary responsibility for compliance with food
safety requirements, including traceability established by the Competent Authority;

d) inspection for compliance with food standards, where this is relevant to health or safety;
e) inspection of premises;
f)  prohibition of the marketing of products not fit for human consumption; and

g) provisions for recall from the marketplace of all products likely to be hazardous for human or
animal health.

Products of animal origin intended for human consumption

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;

¢) health standards; and

d) the application of health identification marks that are visible to the intermediary or final user.

The Competent Authority 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.

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; and

c) prior authorisation of operations that are likely to constitute a significant risk to human or animal
health.

Article 3.4.13.

Import and export procedures and veterinary certification

Veterinary legislation should provide a basis for actions to address the elements relating to import and
export procedures and veterinary certification referred to in Section 5.
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Annex XIV (contd)

CHAPTER 7.1.

INTRODUCTION TO THE RECOMMENDATIONS
FOR ANIMAL WELFARE

Article 7.1.1.
Definition

Animal 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, comfortable, well nourished, safe, able to
express innate behaviour, and if it is not suffering from unpleasant states such as pain, fear, and distress.

Good animal welfare requires disease prevention and appropriate veterinary treatment, shelter,
management and nutrition, humane handling and humane slaughter or killing. Animal welfare refers to the
state of the animal; the treatment that an animal receives is covered by other terms such as animal care,
animal husbandry, and humane treatment.

Article 7.1.2.
Guiding principles for animal welfare
1) That there is a critical relationship between animal health and animal welfare.

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 freedom to express normal patterns of behaviour) provide valuable guidance in
animal welfare.

3) That the internationally recognised ‘three Rs’ (reduction in numbers of animals, refinement of
experimental methods and replacement of animals with non-animal techniques) provide valuable
guidance for the use of animals in science.

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, transport and traction, education and 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.

8) That, as living assets, working animals play a significant role in supporting the livelihoods of families
who own them and in fulfilling socioeconomic functions that benefit animal owning households and the
wider community including national economies.

9 8) That equivalent outcomes based on performance criteria, rather than identical systems based on
design criteria, be the basis for comparison of animal welfare standards and recommendations.
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Annex XIV (contd)

Article 7.1.3.

Scientific basis for recommendations

1)

2)

3)

4)

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 functioning associated
with injury, disease, and malnutrition. Other measures provide information on animals’ needs and
affective states such as hunger, pain and fear, often by measuring the strength of animals’ preferences,
motivations and aversions. Others assess the physiological, behavioural and immunological changes
or effects that animals show in response to various challenges.

Such measures can lead to criteria and indicators that help to evaluate how different methods of
managing animals influence their welfare.

Article 7.1.4.

General principles for the welfare of animals in livestock production systems

1)
2)

3)

4)

5)

6)

7

8)

9)

10)

11)

Genetic selection should always take into account the health and welfare of animals.

Animals chosen for introduction into new environments should be suited to the local climate and able
to adapt to local diseases, parasites and nutrition.

The physical environment, including the substrate (walking surface, resting surface, etc.), should be
suited to the species so as to minimise risk of injury and transmission of diseases or parasites to
animals.

The physical environment should allow comfortable resting, safe and comfortable movement including
normal postural changes, and the opportunity to perform types of natural behaviour that animals are
motivated to perform.

Social grouping of animals should be managed to allow positive social behaviour and minimise injury,
distress and chronic fear.

For housed animals, air quality, temperature and humidity should support good animal health and not
be aversive. Where extreme conditions occur, animals should not be prevented from using their
natural methods of thermo-regulation.

Animals should have access to sufficient feed and water, suited to the animals' age and needs, to
maintain normal health and productivity and to prevent 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 or recovery is unlikely.

Where painful procedures cannot be avoided, the resulting pain should be managed to the extent that
available methods allow.

The handling of animals should foster a positive relationship between humans and animals and should
not cause injury, panic, lasting fear or avoidable stress.

Owners and handlers should have sufficient skill and knowledge to ensure that animals are treated in
accordance with these principles.
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CHAPTER X .X.

INFECTION WITH TAENIA SOLIUM

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

Article X.X.1.

General provisions

Infection with Taenia solium is a zoonaotic parasitic infection of pigs. T.aenia solium is a cestode (tapeworm)
that is endemic in large areas majer-parts of Latin America, Asia and sub-Saharan Africa. The adult werm

cestode occurs in the small intestine of humans (definitive host) causing taeniosis. The larval stage
(cysticercus) occurs in striated muscles, subcutaneous tissues and central nervous system of pigs
(intermediate hosts), causing cysticercosis. Other suids and dogs can be infected but are not
epidemiologically significant. Humans may also harbour the larval stage_when eggs shed in faeces of
infected humans are ingested. The most severe form of the infection by the larval stage in humans is
neurocysticercosis which causes seizures (epilepsy) and sometimes death. Cysticercosis, although
normally clinically inapparent in pigs, is associated with significant economic losses due to carcass
condemnation and decreased value of pigs, and causes a major disease burden in humans,—especially

epilepsy.

In humans, taeniosis occurs following ingestion of pig meat containing viable cysticerci and can be
prevented by avoiding consumption of raw or undercooked contaminated pig meat. In humans,
cysticercosis occurs following ingestion of T. solium eggs and can be prevented by avoiding exposure to
T. solium eggs through detection and treatment of human tapeworm carriers, community health education,
appropriate sanitation, personal hygiene, and good food hygiene. Collaboration between the Veterinary
Authority and the public health authority is an essential eempenent in preventing and controlling T. solium
transmission.

In pigs, cysticercosis occurs by ingestion of T. solium eggs from faeces, or environments contaminated with
faecesfrem of humans harbouring adult T. solium.

The aim of this chapter is to reduce the risk of infection with T. solium of humans and pigs and to minimise
the international spread of T. solium. The chapter provides recommendations for prevention, control, and
surveillance of infection with T. solium in pigs.

This chapter should be read in conjunction with the Codex Alimentarius Code of Hygienic Practice for Meat
(CAC/RCP 58-2005).

When authorising the import or transit of the commodities covered in this chapter, with the exception of
those listed in Article X.X.2. Veterinary Authorities should apply the recommendations in this chapter.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article X.X.2.
Safe commodities
When authorising import or transit of the following commodities of pigs, Veterinary Authorities should not

require any T. solium related conditions regardless of the status of the animal population of the exporting
country or zone:
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Annex XV (contd)

1) processed fat;

2) casings;

3) semi-processed skins which have been submitted to the usual chemical and mechanical processes in
use in the tanning industry;

4) bristles, hooves and bones;

5) embryos;eecytes and semen.

Article X.X.3.

Measures to prevent and control infection with T. solium

The Veterinary Authority er and other Competent Authorities and-the-public-health-autherity should carry out
community awareness and education programmes on the risk factors associated with transmission of
T. solium emphasising the role of pigs and humans.

The Veterinary Authority or other Competent Authorities should promote alse—implement the following
measures:

1.

Prevention of infection in pigs

Transmission of T. solium eggs from humans to pigs can be avoided by preventing:
a) preventing the exposure of pigs to environments contaminated with human faeces;

b) preventing the deliberate use of human faeces as pig feed or the use of pigs as a means of
human faeces disposal;

c) preventing the use of untreated sewage effluent to irrigate or fertilise land to be used by pigs for
forage and food crops;

d) providing adequate toilet and sanitation facilities for people in pig rearing establishments the
: l e ng.

Control of infection in pigs

a) The Veterinary Authority should ensure that all slaughtered pigs are subjected to post-mortem
meat inspection in accordance with Chapter 6.2., and with reference to Chapter 2.9.5. of the
Terrestrial Manual.

b)  When cysticerci are detected during post-mortem meat inspection:

i)  if the carcass of a pig has 20 or more cysticerci, that carcass and its viscera, as well as all
pigs from the same establishment of origin should be disposed of in accordance with
Article 4.12.6.;

i)  if the carcass of a pig has less fewer than 20 cysticerci, all pigs from the same establishment
of origin should be treated in accordance with Article X.X.6. or disposed of in accordance
with Article 4.12.6.;

iii) an investigation should be carried out by the Veterinary Authority and the public health
authority to identify the possible source of the infection in order to target an interventions;
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iv) -mortem examination of pigs for slaughter from known inf lishmen
be intensified until the infection has been eliminated from the establishment.
An optimal control programme should include detection and treatment of human tapeworm carriers.
Article X.X.4.
Surveillance for infection with T. solium in pigs

Communication procedures on the occurrence of T. solium should be established between the Veterinary
Authority and public health authorities.

The Veterinary Authority should use information from public health authorities and other sources on human
cases of taeniosis or cysticercosis in the initial design and any subsequent modification of surveillance
programmes.

Surveillance can be conducted by:

1) meat inspection at slaughterhouses/abattoirs;
2) tongue inspection of live pigs at markets;

3) other diagnostic tests on live pigs.

The data collected should be used for investigations and for the design or amendment of control
programmes as described in Article X.X.3.

Animal identification and animal traceability systems should be implemented in accordance with the
provisions of Chapters 4.1. and 4.2.

Article X.X.5.
Recommendations for the importation of meat and meat products of pigs

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the entire consignment of meat or meat products:

1) has been produced in accordance with the Codex Code of Hygienic Practice for Meat (CAC/RCP 58-
2005);

AND

2) comes from pigs which have been slaughtered in an approved slaughterhouse/abattoir;
AND

3) either

a) comes from pigs born and raised in a country, zone or compartment demonstrated to be free from
T. solium in rdance with Article 1.4.6.;

(S

(S

comes from pigs which have been subjected to post-mortem inspections for T. solium cysticerci
with favourable results;
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or

cb) has been processed to ensure the inactivation of the T. solium cysticerci in accordance
conformity with one of the procedures referred to in Article X.X.6.

Article X.X.6.
Procedures for the inactivation of T. solium cysticerci in meat of pigs
For the inactivation of T. solium cysticerci one of the following procedures should be used:
1) heat treatment to a core temperature of at least 80 69°C; or

2) freezing to minus 10°C or less belew for at least ten days or any timef and temperature equivalent.

—  Text deleted.
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Annex XVI (B)

CHAPTER 8.7.

INFECTION WITH FOOT AND MOUTH DISEASE
VIRUS

EU comment

The EU thanks the OIE for having taken most of its comments into consideration and in
general supports the proposed changes to this chapter. Some comments are inserted in
the text below.

The EU notes that according to the International Committee on Taxonomy of Viruses,
FMDYV is spelled as follows: **foot-and-mouth disease virus' (i.e. with two hyphens). We
therefore suggest following that convention throughout this chapter (and also in other
OIE texts).

Article 8.7.1.
Introduction

1) Many different species belonging to diverse taxonomic orders are known to be susceptible to infection
with foot and mouth disease virus (FMDV). Their epidemiological significance depends upon the
degree of suscepitibility, the husbandry system, the density and extent of populations and the contacts
between them. Amongst Camelidae only Bactrian camels (Camelus bactrianus) are sufficientl

susceptible to have potential for epidemiological significance. Infection of dromedaries and South

American camelids has n n shown f epidemiological significan
12) For th r f the Terrestrial foot and mouth di EMD) i fin n inf
animals of the suborder ruminantia and of the family suidae of the order Artiodactyla, and Camelus
rianus with an j i EFMDW.
EU comment

The EU suggests swapping the order of the first 2 points of this article, i.e. point 2 would
come first, followed by point 1. Indeed, it would seem more logical to first define the
disease describing affected species, and then give details regarding (non-)susceptibility
of species and their epidemiological significance. This is also the case in other disease
specific chapters. (In case point 2 would become point 1, the current reference to point 2
in point 3 below would need to be replaced by a reference to point 1, as suggested in the
EU comment below.)

In addition, in order to provide even further focus on the epidemiologically significant
species in the first two paragraphs, the EU suggests the following changes to the
paragraph on

""Many different species belonging to diverse taxonomic orders are known to be
susceptible to infection with foot and mouth disease virus (FMDV)-,_and tFheir
epidemiological significance ear-depends upon the particular strain of the virus, the
degree of susceptibility, the husbandry system, the density and extent of susceptible host
populations and the contacts between them. Domestic ruminants and pigs are the most

epidemiologically significant species whilst, aAmongst Camelidae, only Bactrian camels
(Camelus bactrianus) are sufficiently susceptible to have potential for epidemiological
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significance. Infection of dromedaries and South American camelids has not been shown
to be of epidemiological significance."

Finally, the EU is of the opinion that the newly inserted word ""any" before ""FMDV" in
point 2 above is not only unnecessary but may even lead to confusion. Indeed, despite its
several different serotypes, FMDV relates to a single virus species. Nowhere in the text
of this chapter is a distinction made between the different FMDV serotypes. Thus the
word ""any** should be deleted.

23) The following defines the occurrence of EMDV infection:

a) EMDV has been isolated from a sample from an animal listed in point 2); or;

b) viral antigen or viral ribonucleic acid (RNA) specific to a serotype of FMDV has been identified in

a _sample from an animal listed in_point 2), showing clinical signs consistent with FMD, or

epidemiologically linked to a confirmed or suspected outbreak of FMD, or giving cause for
suspicion of previous association or contact with FMDV; or

EU comment

The EU is of the opinion that the reference to the serotype of FMDV in point b) above is
not necessary and may be confusing.

As the previous wording related to serotypes in this provision is being amended from
"*specific to one or more of the serotypes of FMDV"* to *'specific to a serotype of
FMDV", the reference to *'specific serotype™ is no longer needed. Indeed, identification
of FMDV antigen or RNA, whether specific to any one FMDV serotype or non-serotype
specific, would fulfil the intended requirement of this point of the case definition.

What’s more, the words ""specific to a serotype of FMDV"" may lead to confusion, as
often the initial laboratory diagnosis is made with diagnostic methods optimised for the
reliable detection of all FMD serotypes, and are thus not serotype specific. Hence, what
is usually initially detected is not specific to any one FMDV serotype, but to FMDV in
general. Indeed, PCR protocols normally used for initial laboratory diagnosis employ
primers and probes that bind to well conserved parts of the genome, i.e. parts that are
common to all FMD viruses. The determination of the serotype, topotype and lineage is
usually done in further steps using more complex assays, which are not readily available
in all laboratories.

In addition, reference to serotype(s) is not made in the chapter, except in the articles on
surveillance.

Therefore, it would be preferable to remove the reference to serotype in point b) above
altogether. The EU suggests the following wording:

""b) EMD viral antigen or viral ribonucleic acid (RNA) speeific-to-a-serotype-of FMBV

has been identified in a sample from an animal listed in point 1 2), showing clinical signs
consistent with FMD, [...]".

c) antibodies to structural or nonstructural proteins of FMDV that are not a consequence of

vaccination, have been identified in a sample from an animal listed in_point 2), showing clinical

signs consistent with FMD, or epidemiologically linked to a confirmed or suspected outbreak of
EMD, or giving cause for suspicion of previous association or contact with FMDV.

34) Thefollowing-definesthe occurrenceof FMBY eireulation:
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Transmission of FMDV in a vaccinated population—as is demonstrated by elini i change in

virological or serological evidence status indicative of recent infection, even in the absence of clinical
signs.

45) For the purposes of the Terrestrial Code, the incubation period fer of FMD is 14 days.

6) Infection with FMDV can give rise to disease of variable severity and to FMDV eiredlationtransmission.
EFMDV may persist infeetion in the pharynx and associated lymph nodes of #r ruminants may-persist for
a variable but limited period of time beyond 28 days. Such animals have been termed carriers-leading
to—carriers. However, the only persistently infected species from which
recovered from-carrierstransmission of FMDV from-these eatriers-has net-been proven is the except
from-for-African buffalo (Syncerus caffer).

7) The chapter deals not only with the occurrence of clinical signs caused by FMDV, but also with the
presence of EMDV infection with and transmission,=MB¥ in the absence of clinical signs.

8) Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
Article 8.7.2.

FMD free country or zone where vaccination is not practised

rincipl

Susceptible animals in the FMD free country or zone where vaccination is not practised should be protected
from-neighbouring-infected-countries by the application of animal health measures that effectively-prevent
the entry of EMDV the—virus into the free country or zone;. tTaking into consideration physical or
geographical barriers with any neighbouring inf ntry or zone,- Fthese measures may include a
protection zone.

To qualify for inclusion in the existing list of FMD free countries or zones where vaccination is not practised,
a Member Country should:

1) have a record of regular and prompt animal disease reporting;
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2) send a declaration to the OIE stating that during the past 12 months, within the proposed FMD free
country or zone:

a) there has been no case eutbreak of FMD during-the-past12-menths;
b) no evidence of FMDV infection has been found during-the-past12-menths;

EU comment

It is not entirely clear what the difference is between points 2 a and 2 b above. Indeed,
this may give rise to confusion, as based on the glossary definitions of the terms, a
""case" could include an FMDV infected animal without clinical signs (i.e. clinical or
serological evidence), whereas "evidence of FMDV infection does not exclude clinically
diseased animals. Perhaps it would be helpful to clarify what is meant, e.g. clinical
disease vs. serologic evidence of infection.

€) no vaccination against FMD has been carried out during-the-past-12-menths;

3) supply documented evidence that for atleast the past 12 months:

a) surveillance ferFMBb-and-FMDB\-infection in accordance with Articles 8.7 .4240. to 8.7 5-.4742.
and-Article-8-5-49- is-in-operation_has been implemented to detect clinical signs of EMD and show
absence of:

)  EMDV infection in non-vaccinated animals;

i) _EMDV transmission in previously vaccinated animals when transition is made from EMD
fr nt r zone where vaccination is practi to FMD fr ntry or zone wher
vaccination is not practised;

b) regulatory measures for the prevention and early detection,—prevention-and-eontrel of FMD have
been implemented;

4) describe in detail and supply documented evidence that for atdeast the past 12 months the following

these have been are properly implemented and supervised:-thebeundaries—and-—measures—of-a
protectionzene-appleable:

a) inthe case of a FMD free zone, the boundaries of the proposed FMD free zone;

b) th ndari nd m res of a pr ion zone, if licable;

c) the system for preventing the entry of FMDV thevirys into the proposed FMD free country or
Zone;

d) th ntrol of the movement of ible animals, their m n her pr into th
proposed FMD free country or zone, in particular if the measures procedures described in Articles

8.7 .8.,8.7.9.and 8.7 .12. are-implemented,

e)

Articles 8.7 .8. and 8.7 9

The Member Country or the proposed free zone will be included in the list of FMD free countries or zones

where vaccination is not practised only after the submitted evidence, based on the provisions of Article
1.6.5., has been accepted by the OIE.

Retention on the list requires that the information in points 2, 3 and 4 above be re-submitted annually and
changes in the epidemiological situation or other significant events including those relevant to points 3b)
and 4 should be reported to the OIE according to the requirements in Chapter 1.1.
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Provided the conditions of point 1 to 4 are fulfilled, tFhe status of a country or zone will not be affected by

applying official emergency vaccination of the FMD susceptible animals in zoological collections in the face
of a identifiable FMD threat identified by the Veterinary Authorities, provided that the followin

conditions are met:

— the zoological collection has a primary purpose to exhibit animals or preserve rare species, and should
be has been identified in-advanee, including the boundaries of the facility, and be is included in the
country’s contingency plan for FMD;

appropriate biosecurity measures are in place, including effective separation from other susceptible
domestic populations or wildlife;

the animals are identifiable as belonging to the collection and any movements can be fraced;

the vaccin mplies with the standar: ri in the Terrestrial Manual;

vaccination is conducted under the supervision of the Veterinary Authority;

the zoological collection is placed under aetive elinieal surveillance for at least 12 months after
vaccination,.

In the event of the application for the status of an FMD free zone where vaccination is not practised to be
assigned to a new zone adjacent to another FMD free zone where vaccination is not practised, it should be
indicated if the new zone is being merged with the adjacent zone to become one enlarged zone. If the two
zones remain separate, details should be provided on the control measures to be applied for the
maintenance of the status of the separate zones and patrticularly on the identification and the control of the
movement of animals between the zones of the same status in accordance with Chapter 4.3.

Article 8.7.3.

FMD free country or zone where vaccination is practised

rincipl

Susceptible arimals animals in the FMD free country or zone where vaccination is practised should be
protected from-neighbouring-infected-countries by the application of animal health measures that effectively
prevent the entry of EMDV the-virus into the free country or zone;. tTaking into consideration physical or
geographical barriers with any neighbouring infected country or zone,- Fthese measures may include a
protection zone. B n th idemiol f FMD in th i

defined subpopulation comprised of certain species or other subsets of the total susceptible population.

To qualify for inclusion in the list of FMD free countries or zones where vaccination is practised, a Member
Country should:

1) have a record of regular and prompt animal disease reporting;

2) send a declaration to the OIE stating that, based on the surveillance described in point 3, within the
I FMD fr ntry or zone:

a) there has been no case eutbreak of FMD during the past two years;

b) there has been no evidence of FMDV eireulationtransmission has-beenfound during the past 12
months;

3) supply documented evidence that:

a) surveillance in accordance with Articles 8.7 .40. to 8.7 . 4 2 . has been implemented to detect
linical signs of FMD and show n f:
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) EMDV infection in non-vaccinated animals;

ii) EMDV transmission in vaccinated animals;

b) regulatory measures for the prevention and early detection;—prevention-and-eontrol of FMD have
been implemented;

c) routine compulsory systematic vaccination in the target population is has been carried out {0
achieve adequate vaccination coverage and population immunity for—the—purpose—of—the

prevention-of FMD;
d) the vaccine used complies with the standards described in the Terrestrial Manual,_including
appropriate vaccine strain selection;
EU comment

It seems unclear what exactly is meant by "including appropriate vaccine strain
selection™. The EU therefore suggests a more explicit reference to the principle of
vaccine matching.

4) describe in detail and supply documented evidence that these the foIIowmg have been are Qrogerl;g
implemented and supervised the M 3

a) incase of EMD free zone, the boundaries of the proposed FMD free zone;

b) the boundaries and measures of a protection zone, if applicable;

c) the system for oreventlnd the entry of the virds EMDV into the proposed FMD free country or
in_ Articl

d) the control of the movement of susceptible arimals animals and their products into the proposed
EMD free country or zone.

The Member Country_or the proposed free zone will be included in the list of FMD free countries or zones

where vaccination is practised only after the submitted evidence, based on the provisions of Article 1.6.5.,
has been accepted by the OIE.

Retention on the list requires that the information in points 2, 3 and 4 above be re-submitted annually and
changes in the epidemiological situation or other significant events including those relevant to points 3b)
and 4 should be reported to the OIE according to the requirements in Chapter 1.1.

If a Member Country that meets the requirements of agp FMD free country or zone where vaccination is
practised wishes to change its status to FMD free country or zone where vaccination is not practised, it
should notify the OIE in advance en of the intended date of cessation of vaccination and apply for the new

status within 24 months. The status of this country or zone remains unchan ntil compliance with Articl
8.7.2. is aooroved by the OIE. If the dossier for the new status is not orovided within 24 months then the
f th r_zon ing_free with vaccination will L f th ntr not

complv with reduwements of Article 8 7 2., evidence should be provided W|th|n 3 three months that it thev

EU comment

For clarity reasons, the EU suggests adding the words "of the country or zone as being
free with vaccination™ after the words "Otherwise the status will be withdrawn™.

In the event of the application for the status of an FMD free zone where vaccination is practised to be
ign new zon i n nother FMD free zone where vaccination is_practi it shoul

indicated if the new zone is being merged with the adjacent zone to become one enlarged zone. If the two
zZon remain r il houl rovi n_th ntrol_m r li for_th
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maintenance of the status of the separate zones and particularly on the identification and the control of the
movement of animals between the zones of the same status in accordance with Chapter 4.3.
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Article 8.7.46.

FMD free compartment

Ap FMD free compartment can be established in either ap FMD free country or zone or in an infected
country or zone. In defining such a compartment the principles of Chapters 4.3. and 4.4. should be followed.
Susceptible animals in the FMD free compartment should be separated from any other susceptible animals
by the application of an effective biosecurity management system.

A Member Country wishing to establish ag FMD free compartment should:
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1) have a record of regular and prompt animal disease reporting and if not FMD free, have an efficial
controlprogramme official control programme and a surveillance system for FMD in place according to
Articles 8.7.4240. to 8.7.4742—and-Article—8.56-4946. that allows an aceurate knowledge of the
prevalence,distribution and characteristics of FMD in the country or zone;

2) declare for the FMD free compartment that:
a) there has been no case eutbreak of FMD during the past 12 months;

b) no evidence of FMDV infection has been found during the past 12 months;

c) vaccination against FMD is prohibited either:

ede) animals, semen, and embryos and animal products should only enter the compartment in
accordance with relevant articles in this chapter;

fef) documented evidence shows that surveillance in accordance with Articles 8.7.4240. to
8.7.474642. and-Article-8:5:49: is in operation forFMB-and-FMB\-infection;

gfg) an animal identification and traceability system in accordance with Chapters 4.1. and 4.2. is in
place;

3) describe in detail;

a) the animal subpopulation in the compartment; and

b) the b|osecur|ty plan fer—FMD—&nd—FMDV—m#eeﬂen and—wherea&aaheable—the—vaeem&ﬂeﬂ—el&w to
h rveillan

The compartment should be approved by the Veterinary Authority. The first approval should only be granted
when no case eutbreak of FMD has occurred within a_ten-kilometre radius of the—zene—in—which the
compartment is-situated; during the last past three months.

EU comment

The EU strongly supports the deletion of the notion of vaccination in an FMD-free
compartment. Indeed, freedom of FMD of a compartment should be based entirely on
biosecurity measures, and therefore should not require vaccination as a preventive
disease control measure.

Article 8.7.5 7.

FMD infected country or zone
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For the purposes of this chapter, a FMD infected country or zone is one that does not fulfil the requirements
to qualify as either EMD free where vaccination is not practised or FMD free where vaccination is practised.

Article 8.7.6 8.
Establishment of a containment zone within an FMD free country or zone

In the event of limited outbreaks within ar FMD free country or zone, including within a protection zone, with
or without vaccination, a single containment zone, which includes all eases outbreaks, ear may be
established for the purpose of minimising the impact on the entire country or zone.

For this to be achieved and for the Member Country to take full advantage of this process, the Veterinary
Authority should submit decumented-evidence as soon as possible to the OIE,_in support of the application;
documented evidence that:

1)
a) immediately on suspicion, standstill of animal movements h n_im n th
establishments and animal movement control has been imposed in the country or zone, and
ffectiv ntrols on the movement of other commodities mentioned in this chapter are in pl a

7 roldi oot ;

2b) nfirmation till of tible animals h nim in th ntainment zone an

movement controls have been relnforced standsml-ef—an%al—mevemem&ha&beewmpesed—and

3eb) the boundaries of the containment zone may only be established once an epidemiological
investigation (trace-back, trace-forward) i h monstr. hat th tbreaks ar
epidemiologically related and limited in number and geographic distribution has-been-coempleted;

d) the-infection-has-been-confirmed,

4ee€) the—primary—outbreak—has—been—identified—and investigations er-into the likely source of the

outbreak have been carried out;

52) a stamping-out policy, with or without the use of emergency vaccination, has been applied;

63) no new cases have been found in the containment zone within a minimum of ene two incubation

periods as defined in Article 8.7.1. after the application of a stamping-out policy to the last detected
case;

3-74) the susceptible domestic and captive wild animal populations within the containment zones sheuid
are be clearly identifiable as belonging to the containment zone;

4.85)—inecreased—passive—and—targeted surveillance in accordance with Articles 8.5:42.3—to—8.5:47.
8.7.40.t0 8.7.42. and-Article-8.5-4946. is in place in the containment zone and in the rest of the country

or zone has-been-carried-out is-in-place and-has-hot-detected-any-evidence-of EMB\ infection;

5.96) animal health measures that effeetively prevent the spread of the FMDV to the rest of the country
or zone, taking into consideration physical and geographical barriers, are in place.

The free status of the areas outside the containment zone weuld—be is suspended pending—the
establishment of while the containment zone is being established. The free status of these areas may ceuld
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be reinstated irrespective of the provisions of Article 8.7.97., once the containment zone has been approved
is-clearly-established, by complying with points 1 to 9 6 above Ihe—eemmnmen{—zene—shewd—be—managed
{shouldbe—demenstrated—that Ceommodities from susceptible animals for

H—such—a—way that-ean
international trade ean-be-shown-to have-eriginated should be identified as to their origin, either from inside
or outside the containment zone.

In_the event of recurren f FMDV _ei jontransmission in_th ntainment zone, th roval of th
containment zone is withdrawn. The FMD status of the whole country or zone is suspended until the
relevant r irements of Article 8.7.7. are fulfill

The recovery of the FMD free status of the containment zone should follow the provisions of Article 8.7.97.

Article 8.7.7 9.

Recovery of free status (see Figures 1 and 2)

1) When an FMD case eutbreak—erFMBV-infection occurs in an FMD free country or zone wher
vaccination is not practised, one of the following waiting periods is required to regain the-this free

status ef FMbB-free-country-orzene-where-vaceinationis-netpractised:

a) three months after the disposal of the last case where a stamping-out policy, without emergency
vaccination, and seroelegical surveillance are applied in accordance with Articles 8.7.4240. to
8.7.432--8.56.45.-and 8- 56.-4946.; or

b) three months after the disposal of the last case or the slaughter of all vaccinated animals
whichever occurred last, where a stamping-out policy, emergency vaccination and serological
surveillance in_the remaining animals are applied in accordance with Articles 8.7.4240. to
8.7.432.-8.-56.45-and 8-56.4946:; or

EU comment

It is not clear what is meant by "'remaining animals" in point b above. The EU suggests
deleting the words *"in the remaining animals™, as this seems superfluous and may give
rise to confusion.

c) six months after the disposal of the last case or the last vaccination whichever occurred last,
where a stamping-out policy, emergency vaccination not followed by the slaughtering of all
vaccinated animals, and serelegical-surveillance are applied in accordance with Articles 8.7.4240.
to 8.7.423.8-5-4745 —and-Article 8-56-4946-,. provided-that However, this requires a serological
survey based on the detection of antibodies to nonstructural proteins of FMDV to demonstrates
the absence of infection in the remaining vaccinated population. This period can be reduced to

three months if effectiveness of vaccination using vaccine compliant with Terrestrial Manual is
demonstrated and addmonal serolomcal surveillance for antibodies to nonstructural proteins |s

mcludes sampling _all vaccmated rummants and their _non- vaccmated offsorlnd and a

representative number of animals of other nan le level nfi

EU comment

The words "is carried out™ are repeated in the second last sentence of the paragraph
above, one of which should be deleted (language).

The country or zone will regain the status of FMD free country or zone where vaccination is not
practised only after the submitted evidence, based on the provisions of Article 1.6.5., has been
accepted by the OIE.

The time periods in points la) to 1c) are not affected if official emergency vaccination of zoological

llections h n carri following the relevant provisions of Articl

Where a stamping-out policy is not practised, the above waiting periods do not apply, and Article 8.7.2.
applies.
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2) When an FMD case eutbreakoer FMBV infeetion occurs in an FMD free country or zone where
vaccination is not practised, the following waiting period is required to gain the status of FMD free

country or zone where vaccination is practised: 6three months after stamping out of the disposal of the
last case where a stamping-out policy has been applied and i a_continued vaccination polic

has been adopted, provided that ical surveillance is applied in accordance with Articles 8.7.40.
to 8.7.42. and -Articles 8. 5644 to 8. 5646, and a serological survey based on the detection of
antibodies __to nonstructural proteins _of FMDV _demonstrates the absence of FMDV

The country or zone can gain the status of FMD free country or zone where vaccination is practised
nly after th mitt viden n_the provisions of Article 1.6.5., h na t th
OIE.

8.7.23. applies.

2-3) When an FMD outbreak or FMDV inrfection-¢ireutationtransmission occurs in ar FMD free country or
zone where vaccination is practised, one of the following waiting periods is required to regain the this

free status ef FMDB-free-country-orzone-where-vaceination-is-practised:

a) 6-six months after the disposal of the last case where a stamping-out policy, with emergency

vaccrnatlon and sereteg+eal survelllance in accordance with Artlcles 8.7.4240. to 8.7.42. and
49, are applied, provided
that the serologlcal survelllance based on the detectlon of antlbodles to nonstructural proteins of
FMDV demonstrates the absence of virus giredlationtransmission; or

b) 182 months after the detection of the last case where a stamping-out policy is not applied, but
where emergency vaccination and serelegical surveillance in accordance with Articles 8.7.4240.
to 8.7.42. and-Articles 8. 56.44.-8.6.45 Point 1 and to-8. 56.46. 8.5:47—and-Article-8.5:49. are
applied, provided that the serological surveillance based on the detection of antibodies to
nonstructural proteins of FMDV demonstrates the absence of virus eiredlationtransmission.

Where an emergency vaccination is not applied, the above waiting periods do not apply, and Article
8.7.3. applies.

Th ntry or zone will r in th f FMD fr n r zone where vaccination is practi
only after the submitted evidence, based on the provisions of Article 1.6.5., has been accepted by the
OIE.

3-4) When ap FMD case eutlereak—er—FMDV—m#eetren occurs |n an FMD free compartment Artrcle 8.7.64.
applles waitin : dto -

5) Member ntri lying for the recovery of houl nly when h
respective requirements for the recovery of status are met. When a containment zone has been
lish he restrictions within th ntainment_zon houl lifted in rdance with th

requirements of this article only when as-seen-as the disease has been successfully eradicated within
the containment zone.

Article 8.7.8 16.

Direct transfer of FMD susceptible animals from an infected zone for slaughter
in a free zone (where vaccination either is or is not practised)

In order not to jeopardise the status of a free zone, FMD susceptible animals should only leave the infected
zone if transported directly to slaughter in the nearest designated slaughterhouse/abattoir under the
following conditions:

1) no FMD susceptible animal has been introduced into the establishment of origin and no animal in the
establishment of origin has shown clinical signs of FMD for at least 30 days prior to movement;

2) the animals were kept in the establishment of origin for at least three months prior to movement;
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3) FMD has not occurred within a ten-kilometre radius of the establishment of origin for at least three
monthsfour weeks prior to movement;

4) the animals should be transported under the supervision of the Veterinary Authority in a vehicle, which
was cleansed and disinfected before loading, directly from the establishment of origin to the
slaughterhouse/abattoir without coming into contact with other susceptible animals;

5) such an slaughterhouse/abattoir is not approved for the export of fresh meat during the time it is
handling the meat of animals from the infected zone;

6) vehicles and the slaughterhouse/abattoir should be subjected to thorough cleansing and disinfection
immediately after use.

msoectron for FMD with favourable results wrthm 24 hours before and after slaughter and the meat derived
from them treated according to_point 2 of Article 8.-7.2522. or Article 8.7.2623. Other products obtained
from the animals and any products coming into contact with them should be eensidered—infected.—and
treated in such a way as to destroy any residual EMDV wirds in accordance with Articles 8.7.3431. to
8.7.4138.

Article 8.7.9%%.

Direct T-transfer direetly toslaughter of FMD susceptible animals from a
containment zone for slaughter in te—a free zone (where vaccination either is

or is not practised) withina country

In order not to jeopardise the status of a free zone, FMD susceptible animals should only leave the
containment zone if moved-by mechanised transported directly to slaughter in the nearest designated
slaughterhouse/abattoir under the following conditions:

1) the containment zone has been officially established according to the requirements in Article 8.7.86.;

2) the animals should be transported under the supervision of the Veterinary Authority in a vehicle, which
was cleansed and disinfected before loading, directly from the establishment of origin to the
slaughterhouse/abattoir without coming into contact with other susceptible animals;

3) such an slaughterhouse/abattoir is not approved for the export of fresh meat during the time it is
handling the meat of animals from the containment zone;

4) vehicles and the slaughterhouse/abattoir should be subjected to thorough cleansing and disinfection
immediately after use.

inspection for FMD, with favourable results! within 24 hours before and after slaughter and the meat derived
from them treated according to point 2 of Article 8.-7.2522. or Article 8.7.2623. Other products obtained

from the animals and any products coming into contact with them should be treated in such a way as to
destroy any residual EMDYV wirds in accordance with Articles 8.7.3431. to 8.-7.4438.

Article 8.7.10.%2.

Recommendations for importation from FMD free countriesz or or zones o=

compartments where vaccination is not practised or FMD free compartments or—FMb
free—compartments

For FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:
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1) showed no clinical sign of FMD on the day of shipment;

2) were kept since birth or for at least the past three months in ap FMD free country; or ef zone ef

compartment where vaccination is not practlsed—er—a—FMD—fFee—eempaﬁmem or a FMD free
compartment;

3) havenetbeen-vaccinated:

4} if transiting an infected zone, were not exposed to any source of FMDYV irfeetion during transportation
to the place of shipment:;

Article 8.7.11.3%3.

Recommendations for importation from FMD free countriesz
compartments where vaccination is practised

[

or zones ex

For domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) showed no clinical sign of FMD on the day of shipment;

2) were kept since birth or for at least the past three months in ar FMD free country;—ef or zone ef

compartment where vaccination is practised; sinee-birth-orforatleastthe-past-three-meonths; and

3)

vaeemated—and were subjected m%h—negawe—resul%& to a ests for annbemes—agamst FMD with
negative results—virus w 4
practised;

4) if transiting an infected zone, were not exposed to any source of FMDYV infeetien during transportation
to the place of shipment.

Article 8.7.12.34.
Recommendations for importation from FMD infected countries or zones

For domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the-animals:

1) the animals showed no clinical sign of FMD on the day of shipment;

2) prior to isolation, the animals were kept in the establishment of origin since birth, or; sinrce-birth—or

a) for the past the-past 30 days;-ersinee birth-it-youngerthan-30-days. if a stamping-out policy is in

force in the exporting country or zone, or

if a stamping-out

b) for the past thepast 3 months,

policy is not in force in the exporting country_or zone,

3) and that FMD has not occurred within—a—ten-kilemetre—radius—of-the establishment of origin for the
relevant period as defined in points 2 a) and b) above;

34) the animals were isolated in an establishment era-guarantine statien for the 30 days prior to shipment,
and aII anlmals in isolation were subjected to dlagnost|c |rolog|cal and serologlcal tests {virus
AP : A-pig for evidence of

FMDV mieetlen—wnh negatlve results on samgles collected at least 28 da;gs after the start of isolation
the-end-ofthat period, and that FMD did not occur within a ten-kilometre radius of the establishment et

a-guarantine station during that period; er
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EU comment

The EU queries the rationale for deleting the words "'a ten kilometre radius of** from
point 3 above.

Furthermore, the EU does not agree with the deletion of the words ""or a quarantine
station™ in point 4 above. Indeed, the possibility of using a quarantine station instead of
an establishment should be kept.

Taken together, the deletion of the ten kilometre radius provision, and the removal of
the possibility of requiring a quarantine station from this article is not acceptable for the
EU.

5) the animals were not exposed to any source of FMDV infeetion during their transportation from the
establishment erquarantine-station to the place of shipment.

Article 8.7.13.%5.

Recommendations for importation from FMD free countriesy or er zones gz
compartments where vaccination is not practised or FMD free compartments or FMD

For fresh semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals:
a) showed no clinical sign of FMD on the day of collection of the semen;

b) were kept for at least three months prior to collection in ag FMD free country; or ef zones er
compartments where vaccination is not practised or FMD free compartments erFMB—free

2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and
4.6.

Article 8.7.14.%6.

Recommendations for importation from FMD free countriesy or er zones gx
compartments where vaccination is not practised or FMD free compartments or—FMD

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals:

a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30
days;
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b) were kept for at least three months prior to collection in ag FMD free country; or er zone er

compartments where vaccination is not practised or FMD free compartments er—FMb—free
compartments;

2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and
4.6.

Article 8.7.15.%%.

Recommendations for importation from FMD free countriesy or eor zones gz
compartments where vaccination is practised

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals:

a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30
days;

b) were kept for at least three months prior to collection in agp FMD free country; or ef zone ot
compartment where vaccination is practised;

Pc) either

i) have been vaccinated at least twice, with the last vaccination not less than one month and

not more than six month prior to collection, unless protective immunity has been proven for
more than six months

(S

”E/:

have-neot-been-vaccinated-and were subjected, not less than 21 days after collection of the
semen, to tests for antibodies against FMDYV wirus, with negative results:-of

23} the semen:

a) was collected, processed and stored in eenfermity accordance with the provisions of Chapters
4.5.and 4.6,

b) was stored in the country of origin for a period of at least one month following collection, and
during this period no animal on the establishment where the donor animals were kept showed any
sign of FMD.

Article 8.7.16%+8.

Recommendations for importation from FMD infected countries or zones

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor animals:
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a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30
days;

b) were kept in an establishment artificial insemination centre where no animal had been added in
the 30 days before collection, and that FMD has not occurred within 28-kilemetres a ten-kilometre
rtificial insemination centre for the 30 days before and after collection;

) hav n vaccinat t least twice, with the last vaccination not | than one month an
not more than six month prior to collection, unless protective immunity has been proven for
more than six months

<]

HE/:

have-neot-been-vaccinated-and were subjected, not less than 21 days after collection of the
semen, to tests for antibodies against FMDY wirus, with negative results;-er

3.2) the semen:

a) was collected, processed and stored in eenformity accordance with the provisions of Chapters
4.5. and 4.6.;

b) was subjected, with negative results, to a test for evidence of FMDV infeetion if the donor animal
has been vaccinated within the 12 months prior to collection;

c) was stored in the country of origin for a period of at least one month following collection, and that
during this period no animal on the establishment where the donor animals were kept showed any
sign of FMD.

Article 8.7.17.35~+

Recommendations for the importation of in vivo derived embryos of cattle

Irrespective of the FMD status of the exporting country, zone or compartment, Veterinary Authorities should
authorise without restriction on account of FMD the import or transit through their territory of in vivo derived
embryos of cattle subject to the presentation of an international veterinary certificate attesting that the
embryos were collected, processed and stored in eenfermity accordance with the provisions of Chapters
4.7. and 4.9., as relevant.

Article 8.7.18.26—+

Recommendations for importation from FMD free countriesyz or er zones eor

compartments where vaccination is not practised or FMD free comipartments or FMD
free—compartments

For in vitro produced embryos of cattle

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:

a) showed no clinical sign of FMD at the time of collection of the oocytes;
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b) were kept for at least three months prior to at-the-time-ef-collection in ag FMD free country; or e

zones er—compatrtments where vaccination is not practised or EMD free compartments er+FMB
free-compartments;

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8.7 5-.4513,,
8.75-.1614., 8.7 5-.1715. or 8.7.5-.14816., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in eenfermity accordance
with the provisions of Chapters 4.8. and 4.9., as relevant.

Article 8.7.19.2%.

Recommendations for importation from FMD free countriesy or er zones gx
compartments where vaccination is practised

For in vitro produced embryos of cattle

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:

a) showed no clinical sign of FMD at the time of collection of the oocytes;

b) were kept for at least three months prior to collection in ag FMD free country; or ef zones er
compartments where vaccination is practised;

€}

Ppec) either

i) have been vaccinated at least twice, with the last vaccination not less than one month and

not more than six month prior to collection, unless protective immunity has been proven for
more than six months

(S

”E/:

have-netbeen-vaeeinated-and were subjected, not less than 21 days after collection, to tests
for antibodies against FMDYV wirus, with negative results:-of

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8.7 .4513.,
8.7 .4614., 8.7 .2715. or 8.7 .4816., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in eenformity accordance
with the provisions of Chapters 4.8. and 4.9., as relevant.

Article 8.7 .20.22.

Recommendations for importation from FMD free countriesy or er zones gz

compartments where vaccination is not practised or FMD free compartments orFMD
free—compartments

For fresh meat or meat products of FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the entire consignment of meat comes from animals which:
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1) have been kept in a the FMD free country; or er zones ercompartments where vaccination is not

practised or EMD free compartments erFMb—free—compartments, or which have been imported in
accordance with Article 8.7 .2210., Article 8.7 .2311. or Article 8.7 .1412.;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and
post-mortem inspections ferFMB with favourable results.

Article 8.7. 21.23.

Recommendations for importation from FMD free countries;, or exr =zones gx
compartments where vaccination is practised

For fresh meat and meat products of ruminants and pigs_cattle-and-buffaloes{Bubalus-bubalis) {excluding
feethead-and-viscera)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the entire consignment of meat comes from animals which:

1) have been kept in the FMD free country; or e zone ercempartment where vaccination is practised, or
which have been imported in accordance with Article 8.7 .2£210., Article 8.7 .4311. or Article 8.7 .1412;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and
post-mortem inspections for FMD with favourable results-;

3) for ruminants the head, including the pharynx, tongue and associated lymph nodes, have has been
excluded from the shipment remeved.

Article 8.7.22.25.

Recommendations for importation from FMD infected countries or zones, where an

official control programme for FMD,—invelving compulsory systematie aceination
of ecattle; exists

For fresh meat of cattle and water buffaloes (Bubalus bubalis) (excluding feet, head and viscera)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the entire consignment of meat:

1) comes from animals which:

a) have remained, for at least three months prior to slaughter, in a zone of the exporting country for

b} have remained—during-thisperiod—ina part-of-the-country where cattle and water buffaloes are
regularly vaccinated against FMD and where official-controls-are an official control programme is

in operation;
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be) have been vaccinated at least twice with the last vaccination not more than six 632-months,

unless protective immunity has been proven for more than six 6 months, and not less than one
month prior to slaughter;

cd) were kept for the past 30 days in an establishment, and that FMD has not occurred within a ten-
kilometre radius of the establishment during that period;

de) have been transported, in a vehicle which was cleansed and disinfected before the cattle and
water buffaloes were loaded, directly from the establishment of origin to the approved
slaughterhouse/abattoir without coming into contact with other animals which do not fulfil the
required conditions for export;

ef) have been slaughtered in an approved slaughterhouse/abattoir:

i) which is officially designated for export;

i) in which no FMD has been detected during the period between the last disinfection carried
out before slaughter and the shipment for export has been dispatched;

fg) have been subjected to ante- and post-mortem inspections for FMD with favourable results within
24 hours before and after slaughter;

2) comes from deboned carcasses:
a) from which the major lymphatic nodes have been removed;

b)  which, prior to deboning, have been submitted to maturation at a temperature above + 2°C for a
minimum period of 24 hours following slaughter and in which the pH value was below 6.0 when
tested in the middle of both the longissimus dorsi muscle.

Article 8.7.23.26.

Recommendations for importation from FMD infected countries or zones

For meat products of demesticruminants-and-pigs FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the entire consignment of meat products comes from animals which have been slaughtered in an
approved slaughterhouse/abattoir and have been subjected to ante- and post-mortem inspections for
FMD with favourable results;

2) the meat products hasve been processed to ensure the destruction of the FMDV wirds in accordance
conformity with one of the procedures referred-te in Article 8.7 .3431,;

3) the necessary precautions were taken after processing to avoid contact of the meat products with any
potential source of FMDYV wirus.

Article 8.7.24.27.
Recommendations for importation from FMD free countriesy or er zones gz
compartments (where vaccination either is or is not practised) or FMD free
compartments orFMb—free—compartments

For milk and milk products intended for human consumption and for products of animal origin (from FMD
susceptible animals) intended for use in animal feeding or for agricultural or industrial use

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
these products come from animals which have been kept in agp FMD free country, zone or compartment, or
which have been imported in accordance with Article 8.7 .2210., Article 8.7 .2311. or Article 8.7 .2412.

Article 8.7.25.28.
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Recommendations for importation from FMD infected countries or zones where an
official control programme exists

For milk—cream milkpewder and milk products

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) these products:

a) originate from establishments herds—orflocks which were not infected or suspected of being
infected with FMD at the time of milk collection;

b) have been processed to ensure the destruction of the FMDV wirus in accordance eenformity with
one of the procedures referred-te in Article 8.7 .3835. and in Article 8.7 .3936.;

2) the necessary precautions were taken after processing to avoid contact of the products with any
potential source of FMDYV wirus.

Article 8.7.26.29.

Recommendations for importation from FMD infected countries

For blood-meal and meat-meals from FMD susceptible animals {from-domestic-orwild-ruminants-and-pigs)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the manufacturing method for these products included heating to a minimum core temperature of 70°C for
at least 30 minutes.

Article 8.7.27.36.

Recommendations for importation from FMD infected countries

For wool, hair, bristles, raw hides and skins from FMD susceptible animals {from-domestic-orwild-ruminants
and-pigs)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) these products have been processed to ensure the destruction of the FMDV wirds in accordance
conformity with one of the procedures referred-te in Articles 8.7 .3532., 8.7 .3633. and 8.7 .3%34,;

2) the necessary precautions were taken after collection or processing to avoid contact of the products
with any potential source of FMDYV wirus.

Veterinary Authorities ear should authorise, without restriction, the import or transit through their territory of
semi-processed hides and skins (limed hides, pickled pelts, and semi-processed leather —e-g- such as wet
blue and crust leather), provided that these products have been submitted to the usual chemical and
mechanical processes in use in the tanning industry.

Article 8.7.28.3%.
Recommendations for importation from FMD infected countries or zones

For straw and forage

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
these commodities:

1) are free of grossly identifiable contamination with material of animal origin;

2) have been subjected to one of the following treatments, which, in the case of material sent in bales,
has been shown to penetrate to the centre of the bale:
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a) either to the action of steam in a closed chamber such that the centre of the bales has reached a
minimum temperature of 80°C for at least ten minutes,

b) or to the action of formalin fumes (formaldehyde gas) produced by its commercial solution at 35—
40 percent in a chamber kept closed for at least eight hours and at a minimum temperature of
19°C;

OR
3) have been kept in bond for at least three four months {under-study} before being released for export.
Article 8.7.29.32.

Recommendations for importation from FMD free countries or zones (where
vaccination either is or is not practised)

For skins and trophies derived from FMD susceptible wildlife animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
these products are derived from animals that have been killed in such a country or zone or which have been

imported from a country or zone, or compartment free ef from FMD {where-vaccination-eitheris-oris—not
practised).

Article 8.7.30.33.

Recommendations for importation from FMD infected countries or zones

For skins and trophies derived from FMD susceptible wildlife animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
these products have been processed to ensure the destruction of the FMDYV wirus in accordance eenformity
with the procedures referred-te in Article 8.7 .4037.

Article 8.7.31.34.
Procedures for the inactivation of the FMDV wirus in meat and meat products

For the inactivation of EMDV wviruses present in meat and meat products, one of the following procedures
should be used:

1. Canning
Meat and meat products is are subjected to heat treatment in a hermetically sealed container to reach

an internal core temperature of at least 70°C for a minimum of 30 minutes or to any equivalent
treatment which has been demonstrated to inactivate the FMDV virus.

2. Thorough cooking

Meat, previously deboned and defatted, and meat products shal-be are subjected to a heat treatment

heating that results in se-that a core an-interhal temperature of 70°C or more greateris-maintained-for
a-minimum-of 30-mindtes.
EU comment

The EU cannot accept the deletion of the words *'is maintained for a minimum 30
minutes’ from point 2 above, as this significantly alters the parameters of this
procedure. Indeed, the ""minimum of 30 minutes™ requirement is also foreseen for the
canning procedure in point 1 above, which is essentially the same as "'thorough
cooking™, with the exception that the former is carried out in a sealed container that
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precludes recontamination. The EU would query the scientific reference on which this
proposed deletion is based.

After cooking, it they shall should be packed and handled in such a way they are not that-it-carnetbe
exposed to a source of EMDV wirus.

3. Drying after salting

When rigor mortis is complete, the meat must-be is deboned, ireated salted with eeeking salt (NaCl)
and completely dried. It must should not deteriorate at ambient temperature.

‘Brying Completely dried’ is defined interms-of-the
that is not be greater than 2.25:1.

S a ratio between water and protein which-must

Article 8.7.32.35.
Procedures for the inactivation of the FMDV ¥irus in wool and hair

For the inactivation of EMDV wiruses present in wool and hair for industrial use, one of the following
procedures should be used:

1) industrial washing, which consists of the immersion of the wool in a series of baths of water, soap and
sodium hydroxide (soda) or potassium hydroxide (potash);

2) chemical depilation by means of slaked lime or sodium sulphide;

3) fumigation with i formaldehyde in a hermetically sealed chamber for at least 24 hours. Fhe—mest

4) industrial scouring which consists of the immersion of wool in a water-soluble detergent held at 60—
70°C;

5) storage of wool at 18°Cferfeurweeks—or 4°C for four months, 18°C for four weeks or 37°C for eight
days.

Article 8.7.33.36.
Procedures for the inactivation of the FMDV wirus in bristles

For the inactivation of EMDV wvirdses present in bristles for industrial use, one of the following procedures
should be used:

1) boiling for at least one hour;

2) immersion for at least 24 hours in a one percent aqueous solution of formaldehyde prepared-from-30

Article 8.7.34.37.
Procedures for the inactivation of the FMDV w¥irus in raw hides and skins
For the inactivation of EMDV wiruses present in raw hides and skins for industrial use, the following

procedure should be used: treatment salting for at least 28 days in with sea salt (NaCl) containing 2 percent
sodium carbonate (Na,COs).

Article 8.7.35.38.

Procedures for the inactivation of theFMDV wirus in milk and cream for human
consumption
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For the inactivation of EMDV wiruses present in milk and cream for human consumption, one of the
following procedures should be used:

1) a sterilisation process applying a minimum temperature of 132°C for at least one second (ultra-high
temperature [UHT]), or

2) if the milk has a pH less than 7.0, a sterilisatien process applying a minimum temperature of 72°C for
at least 15 seconds (high temperature — short time pasteurisation [HTST]), or

3) if the milk has a pH of 7.0 or greater ever, the HTST process applied twice.
Article 8.7.36.38.

Procedures for the inactivation of +he FMDV wirus in milk for animal
consumption

For the inactivation of EMDV wirdses present in milk for animal consumption, one of the following
procedures should be used:

1) the HTST process applied twice;

2) HTST combined with another physical treatment, e.g. maintaining a pH 6 for at least one hour or
additional heating to at least 72°C combined with desiccation;

3) UHT combined with another physical treatment referred to in point 2 above.
Article 8.7.3746.

Procedures for the inactivation of the FMDV wirus in skins and trophies from
wild animals susceptible to the disease

For the inactivation of EMDV wirdses present in skins and trophies from wild animals susceptible to FMD,
one of the following procedures should be used prior to complete taxidermal treatment:

1) boiling in water for an appropriate time so as to ensure that any matter other than bone, horns, hooves,
claws, antlers or teeth is removed;

2) gamma irradiation at a dose of at least 20 kiloGray at room temperature (20°C or higher);

3) soaking, with agitation, in a four percent (w/+ weight/volume) solution of washirg—seda—{sodium
carbonate — (Na,CO3) maintained at pH 11.5 or greater abeve for at least 48 hours;

4) soaking, with agitation, in a formic acid solution (100 kg salt [NaCl] and 12 kg formic acid per 1,000
litres water) maintained at below pH 3.0 for at least 48 hours; wetting and dressing agents may be
added;

5) in the case of raw hides, treating sating for at least 28 days with sea salt (NaCl) containing two
percent washing-seda{sodium carbonate — (Na,CO3).

Article 8.7.38.4%.

Procedures for the inactivation of the FMDV wirus in casings of ruminants and
pigs

For the inactivation of EMDV virdses present in casings of ruminants and pigs, the following procedures
should be used: treating salting for at least 30 days either with dry salt (NaCl) or with saturated brine (NaCl,
Aw a,< 0.80), or with phosphate supplemented dry salt containing 86.5 percent NaCl, 10.7 percent
Na,HPO, and 2.8 percent Na;PO, (weight/weight/weight),_either dry or rat rine (a,< 0.80), and
kept at a temperature of greater than 12°C during this entire period.

‘ EU comment

The EU reiterates its previous comment (July 2013) as regards the temperature
requirement in the above point, which should be 20 °C or above'. We are not aware of
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new scientific data available since the publication of the scientific opinion of the
European Food Safety Authority in July 2012 (Scientific Opinion on animal health risk
mitigation treatments as regards imports of animal casings, EFSA Journal
2012;10(7):2820, http://www.efsa.europa.eu/fr/efsajournal/pub/2820.htm) that would
contradict the recommendations of EFSA on that point. Indeed, the OIE Scientific
Commission in its February 2014 meeting report refers to that EFSA opinion and
recommends considering its recommendations, including as regards FMD (see point 2.2.
c¢) on p. 5 of that report,

http://www.oie.int/fileadmin/Home/eng/Internationa Standard Setting/docs/pdf/SCAD/
A SCAD_Feb2014.pdf).

Article 8.7.39.

OIE endorsed official control programme for FMD

The overall objective of an OIE endorsed official control programme for FMD is for countries to
progressively improve the situation and eventually attain FMD-free status fer FMD. The official control
programme should be applicable to the entire country even if certain measures are directed only towards
defined subpopulations.

Member Countries may, on a voluntary basis, apply for endorsement of their official control programme for
EMD when they have implemented measures in accordance with this article.

For a Member ntry’s _official control programme for FMD t ndor th IE, the Mem
Country should:

1) bhave a record of regular and prompt animal disease reporting according to the requirements in

Chapter 1.1.;

2) submit documented evidence of en the capacity of the Veterinary Services to control FMD; one way of
providing this evidence ean-be-provided-by-countriesfollowing is through the OIE PVS Pathway;

3) submit a detailed plan of en the programme to control and eventually eradicate FMD in the country or
zone including:

a) the timeline;

b) the performance indicators for assessing te-assess the efficacy of the control measures to be

implemented;

c) submit documentation indicating that the official control programme for FMD is applicable to the
entire country;

4) submit a dossier on the epidemiology of EMD in the country describing the following:

progress that has been made in controlling FMD;

b) the measures imglemented to prevent introduction of infection! the rapid detection of, and

r n Il FMD ks in_order r he_inci f FMD ks an
eliminate FMDV wms—eweu#aﬂentransmlssmn m—demesﬂ&mmn&nts in_at least one zone in the
country;

c) the main livestock production systems and movement patterns of FMD susceptible animals and
their products within and into the country;

5) submit evidence that FMD surveillance is in place:
a) kin
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b) have diagnostic capability and procedures, including regular submission of samples to a
laboratory that carries out diagnosis and further characterisation of strains;

6) ination i i fficial ramme for FMD

a) evidence (such as copies of legislation) that vaccination of selected populations is compulsory;

b) tailed information on vaccination cam

i)  target populations for vaccination;

ii)

iii) technical specification of the vaccines used, including matching with the circulating FMDV
strains, and description of the licensing procedures in place;

g

the proposed timeline for the transition to the use of vaccines fully compliant with the
standards and methods described in the Terrestrial Manual;

7)

The Member Country’s official control programme for FMD will be included in_the list of programmes
n th IE only after th mitt: vidence h na th IE. Retention on the list
requires an annual update on the progress of the offrcral control programme and mformatron on sranfrcant

non-compliance with the timelines or performance indicators of the programme; or

significant problems with the performance of the Veterinary Services; or

nincr in the inciden f FMD th nn I he programme.

Article 8.7.40.42.
General principles of Ssurveillance:—intreduetion

Articles 8.75.4240. to 8.75.47462. and-Article—8-5-49: define the principles and provide a guide for the
surveillance of FMD in accordance with Chapter 1.4. applicable to Member Countrres seeking
establishment, maintenance and or recovery of freedom from FMD rtmen
level—eitherwith-orwithout-the-use-of vaceination and or Member Countrres seekrnq endorsement by the

OIE of their official control programme for FMD, in accordance with Article 8.75.39. Surveillance aimed at
|dent|fvrnq drsease and FMDV mfectron or Nrrus—errematren—transmrssron should cover aH—the—suseeetrble

A_surveillan m_in I with Ch r 1.4. shoul he r nsibili f _the Veterinar
Authorrtv and provides an earlv warning system to report susoected cases throuqhout the entire production,

samoles to a Iaboratorv for FMD draqnosrs This requires that samolrnq krts and other equroment be

vailabl h I nsibl rveillance. Personnel r nsibl rveillan houl | Il
for assistance from a team with exgertise in FMD diagnosis and control.

The impact and epidemiology of FMD differ widely in different regions of the world and therefore it is
impessible—inappropriate to provide specific recommendations for all situations. Surveillance strategies
employed for demonstrating freedom from FMD in the country, zone or compartment at an acceptable level
of confidence will-nreed-te should be adapted to the local situation. For example, the approach to proving
freedom from FMD following an outbreak caused by a pig-adapted strain of FMB-virus{FMDV} should differ
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significantly from an application designed to prove freedom from FMD for a country or zone where African
buffaloes (Syncerus caffer) provide a potential reservoir of infection.

The strategy and design of the surveillance programme will depend on the historical epidemiological
circumstances including whether or not vaccination has been used.

A Member Country wishing to demonstrate FMD freedom where vaccination is not practised should show
absence of FMDV infection.

A Member Country wishing to demonstrate FMD freedom where vaccination is practised should show that

FMDV_has not n_transmitted in_an tibl lations. Within vaccinat lation rological
surveys to demonstrate the absence of FMDV._transmission should target animals that are less likely to
how_vaccine-deriv: nti ies to _nonstructural protein h ng_animals vaccinat limit:

number of times, or unvaccinated animals. Absence of FMDV infection should be demonstrated in any
unvaccinated subpopulations.

Surveillance strategies employed for establishing and maintaining a compartment should alse identify the

prevalence, distribution and characteristics of FMD outside the compartment in-the-country-orzoene.

Surveillance strategies employed in support of an OIE endorsed official control programme should show
evidence of the effectiveness of any vaccination used and of the ability to rapidly detect all EMD outbreaks.

Thereis Therefore considerable latitude is available to Member Countries to design and implement
surveillance en-the-ene-hand to establish that the whole territory or part of it is free from FMDV infection and

leireulationtransmission and en-the ether to understand the epidemiology of FMD as part of the official
control programme efficial EMD eontrol programmes.

It is incumbent upon the Member Country to submit a dossier to the OIE in support of its application that not
only explains the epidemiology of FMD in the region concerned but also demonstrates how all the risk
factors,_includi f wildlife, are identified and managed. This should include provision of
SC|ent|f|caIIy based supporting data. Ihe#e—s—theretete—eens@e#able—laﬂtade—avatlable—te—Membe#s%e

rveillance for FMD sh in the form ntinuin ramme. Fhe-design-—of Ssurveillance
programmes to prove the absence of FMDV infection and l—eireulatientransmissmn neeels—te should be
A ing

Th r mpl tablish_th revalen f FMDV_infection or nti fr m_from

demenstrate the absence-of FMDV infection or Leireulationtransmission may be based on randomised or
targeted clinical investigation or sampling at an acceptable level of statistical confidence, as described in
Articles 1.4.4. and 1.4.5. If an increased likelihood of infection in particular localities or species can be
identified, targeted sampling may be an appropriate strategy. Clinical inspection may be targeted at

articular_species _likely to_exhibit clear clinical signs (e.g. cattle and pigs). The Member Country should
justify the surveillance strategy chosen and the frequency of sampling as adequate to detect the presence

of FMDV infection or Leireulationtransmission in accordance with Chapter 1.4. and the epidemiological
situation.

The design of the sampling strategy should will reed-te incorporate an epidemiologically appropriate design

revalence. The sample size selected for testing should will-need-to be adequate to detect
infection or feiredlationtransmission if it were to occur at a predetermined minimum rate. The sample size
and expected disease prevalence determine the level of confidence in the results of the survey. The
Member Country should must justify the choice of design prevalence and confidence level based on the
objectives of surveillance and the prevailing or historical epidemiological situation, in_accordance with
Chapter 1.4.

An_effective surveillance system will identify suspected cases that require immediate follow-up and
investigation nfirm xcl hat th f th ndition is FMDV. mpl houl ken an

ubmitted for diagnostic testing, unless the suspected case can be confirmed or ruled out by
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investigated and dealt with should be documented. This should include the results of diagnostic testing and
the control measures to which the animals concerned were subjected during the investigation.

lrrespective-of the survey design-seleeted: Tthe sensitivity and specificity of the diagnostic tests employed,
including the performance of confirmatory tests, are key factors in the design, sample size determination
and interpretation of the results obtalned % Tthe sensrtlwtx and sgecmcrtg of the tests used should be

The surveillance design should anticibate the occurrence of false oositive reactions. If the characteristics of
the testin tem are known, th t which th fal itiv likel cur can alculat
advance There should needs—te be an effective brocedure for foIIowrnq -up bosmves to uttrmatelv determrne

Laboratory results should be examined in the context of the epidemiological situation. Corollary information

needed to complement the serological survey and assess the possibility of viral eiredlationtransmission
includes but is not limited to:

characterisation of the existing production systems;
results of clinical surveillance of the suspects and their cohorts;

guantification description of number of, and protocol for, ef vaccinations performed in the area under
assessment en-the-affected sites;

biosecurity sanitary-protecol and history of the establishments with positive reactors;

—  control of animal identification and movements;

—  other parameters of regional significance in historic FMDV transmission.

Following the use of routine and emergency vaccination, evidence should be provided to show the
effectiveness of the vaccination programme such as adequate vaccination coverage and population

immunity. This can help to reduce reliance on post vaccination surveys for residual infection and
transmission.

In designing serological surveys to estimate population immunity, blood sample collection should be
tratlfled by age to take account of the number of vaccrnatlons the animals have recerved The _interval

months after vaccrnatron browdes |nformat|on on the eff|0|encv of the vaccrnat|on programme, while

mplin for h f revaccination provi information _on th f_immunity. When
multivalent vaccines are used. tests should be carried out to determine the antibodv IeveI at least for each

I if n h_anti len he v Th -off_for le_level of
antrbodv should be selected W|th reference to brotectlve Ievels demonstrated by vaccine-challenge test

Its_for_th n_con Where the thr from_circulating virus h n_char ri
resultlno from a f|eId virus wrth srqnlflcantlv dlfferent antigenic brooertres from the vaccrne virus, this should

immunity should be ouoted with reference to the total of suscebtlble animals in a given suboooulatlon and in

relation h f vaccin nimals.

The entire investigative process should be documented as standard operating procedure within the
surveillance programme.

All the epidemiological information should be substantiated, and the results should be collated in the final

report.
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Article 8.7.41.43.

Methods of sSurveillance:—generalconditions—and methods general prineciples
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Farmer: nd_workers who hav -to- n with _livi k well veterinar ra-

professionals, veterinarians and diagnosticians should report promptly any suspicion of FMD. The
Veterinary Authority should implement programmes to raise awareness among them.

Clinical surveillance aims-at-detecting-clinical-signs-ef FMB-by requires close physical examination of

susceptible animals. Whereas Although significant emphasis is placed on the diagnostic value of mass
serological screening, surveillance based on clinical inspection sheuld-ret-be-underrated-—, {-may as-it
ean be-able-to may provide a high level of confidence of detection of disease if a sufﬂmently large

number of clinically susceptible animals is examined at an appropriate frequency and investigations

are recorded and quantified.

Clinical examination surveillanee and laberatery diagnostic testing should always be applied in-series
to clarify the status of FMB suspected cases detected by either of these complementary diagnostic
approaches. Laberatery Diagnostic testing may confirm clinical suspicion, while clinical surveillance

may contrlbute to conflrmatlon of posmve se#elegy ggg g;g ry ;gg; gg;; ;g Any—samplmg—um{—w%hm

pFedHeed— I|n| rveillan ff| ient in WI| lif
do _not _show cIinicaI signs or husbandr¥ systems that do not permit sufﬁcient observations. In such
i i i rveillan houl . Hunting, capture and non-invasive
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sampling and observation methods can be used to obtain information and diagnostic samples from
wildlife species.

Virological surveillance

lishment of the mol lar, antigenic and other biological characteristi f the causative vir
well as its source, is mostly dependent upon clinical surveillance to provide samples materials. ltis
FMDV isolat houl nt r larly to an OIE Reference Laboratory.

Virological surveillance using-tests-deseribed-in-the FerrestriatManual should-be-conducted aims to:
a) . . ions:
b)a) te confirm clinically suspected cases;

€b) te follow up positive serological results;

c) characterise isolates for epidemiological studies and vaccine matching;

d) monitor atrisk populations at risk.

Serological surveillance

Serological surveillance aims at detecting antibodies against-FMBM-caused-by resulting from infection
or vaccination using either; nonstructural protein {NSP) tests that detectall FMD-types or type-specific

tests—tha{—deteet structural proteins tests. Peositive-FMB\-antibody-testresults-can-have-fourpeossible

Serological surveillance with-tests-deseribed-inthe TerrestrialManual is may be used to:

a) estimate the prevalence or substantiate freedom from demenstrate the absence—of FMDV
infection{ or -cireulationtransmission;

b)  monitor population immunity.
a)
b}
€)
&)
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Annex XVI (B) (contd)

#—maybe possible—to—use sSerum collected for other survey purposes can be used for FMD
surveillance-, provided Hewever— the pr|n0|ples of survey deS|gn described in this chapter are met. met. and

The results of random or targeted serological surveys are important in providing reliable evidence that

FMBP\-infection-is-not-present-in—a—countrny—zone-or-compartment of the FMD situation in a country,
zone or compartment. It is therefore essential that the survey be thoroughly documented.

do
|
S

2 45
AT SA)
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Annex XVI (B) (contd)
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Annex XVI (B) (contd)
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Annex XVI (B) (contd)

Article 8.7.462.49.

The use and interpretation of serological tests (see Figure 123)

selection and |ntergretat|on of serologlcal tests should be conS|dered in the context of the eg|dem|olog|cal
situation. Test protocols, reagents, performance characteristics and
validation of all tests used should be known. Where combinations of tests are used, the overall test system
e

Animals infected with FMDV produce antibodies to both the structural proteins {SP} and the nonstructural
proteins (NSP} of the virus. Iests#e»’%ﬁan&bemes—mwude%k@sﬁnd%heﬂms—namahsamn—mst
{NP-—Vaccinat nimal nti mainl ntirely to th f the vir

depending upon vaccine Duritv The SR structural Drotein tests are serotype specific and for optimal

sensmwty one should s_e_eg dtilise an antigen or V|rus closely related to the field strain expected against

tests: In unvaccmated oooulatlons sk structural Droteln tests may be used to screen sera for ewdence of
EMDV infection! or—eiretlationtransmission or to detect the introduction of vaccinated animals. In areas
where—ammals—have—been vaccmated oopulatlons SP structural Droteln an&bedv tests may be used to

Ir-contrast-to-SP-tests; Nonstructural protein NSP tests may be used to screen sera for evidence of ean
detectantibedies—due—to infection/ or —eiretationtransmission of fer to all serotypes of FMDY wirds
regardless of the vaccination status of the animals provided the vaccines comply with the standards of the

Terrestrial Manual insefaras with respect to purity is-eoncerned. However, although aAnimals vaccinated
and subsequently infected with FMDV wirus develop antibodies to nonstructural proteins NSP s, but in

seme; the titre levels may be lower than that those found in infected animals that have not been vaccinated.
To ensure that all animals that had contact with the FMDV have seroconverted it is recommended that for

each vaccination area to-take samples for nonstructural protein NSP_antibody testing are taken not earlier
than 30 days after the last case and in any case not earlier than 30 days after the last vaccination.
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Positive FMDV antibody test results can have four five possible causes:

a) infection with FMDV;

b) vaccination against EMD;

c) maternal antibodies derived-from-an-immune-dam (maternal antibodies in cattle are usually found
only up to six months of age but in some individuals and in some other species, maternal

antibodies can be detected for longer periods);
d) non-specific reactivity of the serum in the tests used:;

o | : ity of the.cl : _

Pr rein f itiv resul

The proportion and strength of seropositive reactors should be taken into account when deciding if
they are laboratory confirmed reactors or further investigation and testing are required.

All When false positive results are suspected, seropositive reactors should be retested in the
laboratory using repeat and confirmatory tests. Tests used for confirmation should be of high
diagnostic specificity to _minimise false positive test reactors. The diagnostic sensitivity of the

confirmatory test should approach that of the screening test. Fhe-numberand strength-of sero-reactors
should be taken-into-account:

AII herds with serepe&ﬂve at least one laboratory conflrmed reactors should be |nvest|gated

The mvesthatlon should examlne all

viden including the resul f virological hat might confirm or ref he h h hat th
oosmve results to the serological tests emoloved in_the |n|t|al survey were due to FMDV v+r-us

herd. Emdemmlomcal mvesthatlon should be contlnued concurrentlv inparalel.

Clustering of seropositive reactions should be investigated as it may reflect any of a series of events,
including but-netlimited-te the demographics of the population sampled, vaccinal exposure or the
presence of infectionf or—eireulationtransmission. As clustering may signal infection/ or
cireulationtransmission, the investigation of all instances should must be incorporated in the survey
design.

Paired serology can be used to identify FMDV_virus eirculationtransmission by demonstratin
increase in the number of seropositive animals or an increase in antibody titre at the second sampling.
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The investigation should incl he r r_animal ibl nimal f _th m
epidemiological unit and susceptible animals that have been in contact or otherwise egldemlologlcalu
i with __th r_animal Th nimal mpl hould remain _in_th
lishment ndin t t result h | learl ntifiabl ibl n hould not
vaccinated during the investigations, so that they can be retested after an adeguate abbror)riate neriod
f time. Following clinical examination, a n mple_shoul taken from the animal in

the |n|t|al survey with embhasrs on anrmals in drrect contact W|th the reactorés) after an adeeuate

survev should be carried out in the heldma#s} establrshments after an adeeeate appropriate eened—ef

tim ting the application of the primar rv ign. If FEMDV i lating, the magnit
and brevalence of antibody reactlvrtv observed should not differ in a statlstrcallv significant manner
from that of the primar mpl

In some crrcumstances sSentrneI animals ean may also be used. These can be young, unvaccmated

the same species as resrdent wrthm the initial _positive samblrnd unlts If other susceptible,

nvaccinat nimal nt, th | t ntinel rovi itional rological
evidence. The sentinels should be kept in close contact with the animals of the epidemiological unit
nder investigation for at least two in tion peri nd should remain serologically n tive if

EMDV is not circulating.

Follow-up of field and laboratory findings:

If e jonptransmission is proven then an threak i lar

ADV¢i ion; tThe significance of small

num f EMD itiv nimllnh n f rrnFMDVrnm||n| ifficul
determlneelassrw Such findings ean may be an indication of past acute infection followed by recovery
r h velopment of rrier_state, in ruminan r non- ifi rological r ion
orlackof specificityof the diagnostic testsuysed. Antibodies to nonstructural Droterns NSP mav be
in I ted vaccination with vaccin h n mply with th irements for
However, the use of such vaccines is not permissible in for countrresT or _zones er—eemteartments

lying for _an official .In th n f eviden f FMDV._infection and transmission h
findings do not warrant the declaration of a new outbreak and the follow-up investigations may be

nsider mpl

However! if the number of serogosmve animals is greater than the number of non- sgecrflc test s;gstem
O

assouated Wlth the reactor an|mals should be |nvest|gated further.
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Outbreak in a free country or zone
without vaccination

Stamping-out No stamping-out
No Vaccinate Vaccinate Vaccinate No
vaccination to kill to live to live vaccination
/ \ / ’n'./’./"m"’"uﬁ,.,,ﬁ_ﬁn/n [’
Stop Emergency || Continue Continue Stop Emergency '
Vaccination Vaccination Vaccination || Vaccination '
\ \\ v “"’mw
3 months 3 months 3 or 6 months 6 months 24 months 12 months
Art 8.7.7.1a || Art8.7.7.1b Art 8.7.7.1c Art 8.7.7.2 Art8.7.3 Art 8.7.2

-
\ P
L

Freedom with
12 months |, _— vaccination
Art 8.7.2

Freedom without
vaccination

Waiting periods are minima depending upon outcome of surveillance specified in respective Articles. If
there are multiple waiting periods because of different control measures, the longest applies.
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Outbreak in a free country or zone

with vaccination

Stamping-out

|

No stamping-out

Emergency Vaccination

Emergency Vaccination

l

l

Continue Continue Continue
Vaccination Vaccination Vaccination
6 months 12 months 24 months
Art 8.7.7.3a Art 8.7.7.3b Art 8.7.3

S

Freedom with
vaccination

12 months |,
Freedom without |~ Art8.7.2

vaccination

Waiting periods are minima depending upon outcome of surveillance specified in respective Articles .
If there are multiple waiting periods because of different control measures, the longest applies.
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Figure 123: Schematic representation of laboratory tests for determining evidence of FMDV

infection threugh-erfellewing by means of serological surveys

Serological
surveillance

)

Unvaccinated population |

Vaccinated population

NSP NSP
ELISA 3ABC ELISA 3ABC

SP-ELISA

NSP conf. test
or VNT

NSP conf. test

Follow up
Not infected Infected

Abbreviations and acronyms:
ELISA Enzyme-linked immunosorbent assay
VNT Virus neutralisation test
NSP Nonstructural proteins of foot and mouth disease virus
3ABC NSP antibody test
SP Structural protein of foot and mouth disease virus
- Text deleted.
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CHAPTER 1.6.

PROCEDURES FOR SELF DECLARATION AND FOR
OFFICIAL RECOGNITION BY THE OIE

Article 1.6.1.
General principles
Member Countries may wish to make a self declaration as to the freedom of a country, zone or
compartment from an OIE listed disease. The Member Country 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),
contagious bovine pleuropneumonia (CBPP), African horse sickness (AHS), peste des petits ruminants
(PPR) and classical swine fever (CSF).
Member Countries may request official recognition by the OIE as to:
1) the risk status of a country or zone with regard to BSE;
2) the freedom of a country or zone from FMD, with or without vaccination;
3) the freedom of a country or zone from CBPP;
4) the freedom of a country or zone from AHS;
5) the freedom of a country or zone from PPR;
6) the freedom of a country or zone from CSF.
The OIE does not grant official recognition for other diseases.
In these cases, Member Countries should present documentation setting out the compliance of the
Veterinary Services of the applicant country or zone 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 Country should submit to the OIE
Scientific and Technical Department a dossier providing the information requested (as appropriate) in
Articles 1.6.4. (for BSE), 1.6.5. (for FMD), 1.6.6. (for CBPP), 1.6.7. (for AHS), 1.6.8. (for PPR) or 1.6.9. (for
CSF).
The OIE framework for the official recognition and maintenance of disease status is described in Resolution
N° XXX (administrative procedures) and Resolution N° XXXI (financial obligations) adopted during the 81
General Session in May 2013.

Article 1.6.2.

Endorsement by the OIE of an official control programme for FMD

Member Countries may wish to request an endorsement by the OIE of their official control programme for
FMD.

When requesting endorsement by the OIE of an official control programme for FMD, the Member Country
should submit to the OIE Scientific and Technical Department a dossier providing the information requested
in Article 1.6.10.
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[Article 1.6.3.]

[Article 1.6.4.]

Article 1.6.5.

Questionnaires on FMD

FMD FREE COUNTRY WHERE VACCINATION IS NOT PRACTISED
Report of a Member Country which applies for recognition of status,
under Chapter 8.7. of the Terrestrial Code,

as an FMD free country not practising vaccination

Please address concisely the following topics. National regulations and laws and Veterinary Administration
directives may be referred to and annexed as appropriate in one of the OIE official languages.

1.

Introduction

a)

b)

Geographical factors. Provide a general description of the country including physical,
geographical and other factors that are relevant to FMD dissemination, countries sharing common
borders and other countries that although may not be adjacent share a link for the potential
introduction of disease. Provide a map identifying the factors above.

Livestock industry. Provide a general description of the livestock industry in the country.

Veterinary system

a)

b)

<)

d)

Legislation. Provide a list and summary of all relevant veterinary legislations in relation to FMD.

Veterinary Services. Provide documentation on the compliance of the Veterinary Service of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and Article 1.1.3. of
the Terrestrial Code Manual and describe how the Veterinary Services supervise, ard control and
maintain all FMD related activities. Provide maps and tables wherever possible.

Role of farmers, industry and other relevant groups in FMD surveillance and control (include a
description of training and awareness programmes on FMD).

Role of private veterinary profession in FMD surveillance and control.

FMD eradication

a)

b)

<)

d)

History. Provide a description of the FMD history in the country, date of first detection, origin of
infection, date of eradication (date of last case), types and subtypes present.

Strategy. Describe how FMD was controlled and eradicated (e.g. stamping-out policy, modified

stamping-out policy, zoning)—previde-time-frame-for-eradication.

Vaccines and vaccination. Was FMD vaccine ever used? If so, when was the last vaccination
carried out? What species were vaccinated? What was the fate of these animals?

Legislation, organisation and implementation of the FMD eradication campaign. Provide a
description of the organisational structure at the different levels. Indicate if detailed operational
guidelines exist and give a brief summary.
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e) Animal identification and movement control. Are susceptible animals identified (individually or at a
group level)? Provide a description of the methods of animal identification, herd registration and
traceability. How are animal movements controlled in the country? Provide evidence on the
effectiveness of animal identification and movement controls. Please provide information on
pastoralism, transhumance and related paths of movement. Describe the action taken when an
illegal movement i tected. Provide information on detected illegal movement

4. EMD diagnosis

Provide 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:

a) Is FMD laboratory diagnosis carried 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.

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 planned for,
the laboratory system.

i) Give details of participation performance in inter-laboratory validation—tests—{ring—tests)
proficiency tests.

iii) {sProvide details on the handling of live virus hardled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken and their performance for their applied use
(specificity/ and sensitivity)..

vi) Laboratory capacity in processing tests and samples.

5. EMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.7.402. to 8.7.42%.—and-Article—8.6-49. of the Terrestrial Code and Chapter 2.1.5. of the
Terrestrial Manual. In particular, the following points should be addressed:

a) Clinical suspicion. What are the criteria for raising a suspicion of FMD? What is the procedure to
notify (by whom and to whom) and what penalties are involved for failure to report? Provide a
summary table indicating, for the past two years, the number of suspected cases, the number of
samples tested for FMDV, species, type of sample, testing method{s} and results (including
differential diagnosis).

b) Serological surveillance. Are_Have serological surveys been conducted_to demonstrate freedom
from infection? If so, provide detailed information on the survey design (target population, design
prevalence, confidence level, sample size, stratification, sampling methods and diagnostic tests
used). How frequently are they conducted? Are wildlife susceptible species included in serological
surveys? Provide a summary table indicating, for the past two years, the number of samples
tested for FMDV, species, type of sample, testing method{s} and results (including differential
diagnosis). Provide details on follow-up actions taken on all suspicious and positive results.
Provide criteria for selection of populations for targeted surveillance based on the risk and
numbers of animals examined and samples tested. Provide details on the methods applied for
monitoring the performance of the surveillance system including indicators.
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6.

c)

d)

e)

Livestock demographics and economics. What is the susceptible animal population by species
and production systems? How many herds, flocks, etc. of each susceptible species are in the
country? How are they distributed (e.g. herd density, etc.)? Provide tables and maps as
appropriate.

Wildlife demographics. What susceptible species are present in the country? Provide estimates of
population sizes and geographic distribution. What are the measures in place to prevent contact
between domestic and wildlife susceptible species?

Slaughterhouses and markets_or event iated with th ngregation of FMD-

livestock (e.g. fairs, shows, competitions). Where are the major livestock marketing or collection
centres? What are the patterns of livestock movement within the country? How are the animals
transported and handled during these transactions?

FMD prevention

a)

b)

Coordination with neighbouring countries. Are there any relevant factors about the adjacent
countries or zones that should be taken into account (e.g. size, distance from adjacent border to
affected herds or animals)? Describe coordination, collaboration and information sharing activities
with neighbouring countries.

Are there controls in place for the feeding of swill containing animal products to pigs? If so provide
information on the extent of the practice, and describe controls and surveillance measures.

Import control procedures

From what countries or zones does the country authorise the import of susceptible animals or
their products? What criteria are applied to approve such countries or zones? What controls are
applied on entry of such animals and products, and subsequent internal movement? What import
conditions and test procedures are required? Are imported animals of susceptible species
required to undergo a quarantine or isolation period? If so, for how long and where? Are import
permits and health certificates required? What other procedures are used? Provide summary
statistics of imports of susceptible animals and their products for the past two years, specifying
country or zone of origin, species and volume and guantity.

i)  Provide a map with the number and location of ports, airports and land crossings. Is the
official 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 central Veterinary Services. Describe the
communication systems between the central authorities and the border inspection posts,
and between border inspection posts.

ii)  Provide a description on the methods used for the safe disposal of waste from international
traffic, who is responsible and provide a summary, for the past two years, of the quantity
disposed of_and the disposal location{s}.

iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into
the country ardfor their final destination, concerning the import and follow-up of the
following:

— animals,
—  genetic material (semen and embryos),

— animal products,

—  veterinary medicinal products (i.e. biologics),

- other FMD risk materials (e.g. stock feed and animal bedding).
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iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on detected illegal imports.

d) Describe and justify the corrective actions that have been implemented to prevent future FMD
tbreaks in r nse to an t di incursions.

Control-measures-and-cContingency planning and outbreak response programmes

a) Give details of any written guidelines, including contingency plans, available to the official
services for dealing with suspected or confirmed outbreaks of FMD.

b) Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases (e.g. livestock standstills)?

c) Inthe event of an FMD outbreak:

i) indicate the sampling and testing procedures to be used to identify and confirm presence of
the causative agent;

ii) describe the actions_to be taken to report and control the disease situation in and around
any heldings establishments found to be infected with FMD;

iii) indicate the control andfor eradication procedures (e.g. vaccination, stamping-out policy,
partial slaughterf or vaccination, meth f di | of car nd other contaminat:
products and /materials, decontamination, etc.) that would be taken. Include details—en
information on access to antigen and vaccine banks;

iv) describe the procedures to be used to confirm that-an—eutbreak—has—been—successfully
controlled/eradicated control / or eradication, including any restrictiohs—enr—restocking

provisions, sentinel animal and serological surveillance programmes;

v) give details of any compensation payments made available to farmers, etc. when animals
are slaughtered for disease controlfor eradication purposes and their prescribed timetable.

Compliance with the Terrestrial Code

a) In addition to the documentary evidence that the provisions of Article 8.7.2. are properly
implemented and supervised, the Delegate of the Member Country must submit a declaration
indicating:

i)  there has been no outbreak of FMD during the past 12 months;
ii)  no evidence of FMDV infection has been found during the past 12 months;

iii)  no vaccination against FMD has been carried out during the past 12 months,

b) and should confirm that since the cessation of vaccination no animals vaccinated against FMD
have been imported.

Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.7.97.,
8.721 8 7.2.3 and 8.7.2.4. of the Terrestrial Code and provide detalled-information as specified in

sections — 7 mcluswe of thls uestlonnalre Partlcular em haS|s should be |ven to FMD

revention sect|on 6. and contln enc Iannln and outbreak response_programmes sectlon 7.
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FMD FREE COUNTRY WHERE VACCINATION IS PRACTISED
Report of a Member Country which applies for recognition of status,
under Chapter 8.7. of the Terrestrial Code,

as an FMD free country practising vaccination

Please address concisely the following topics. National regulations and laws and Veterinary Administration
directives may be referred to and annexed as appropriate in one of the OIE official languages.

1.

Introduction

a)

b)

Geographical factors. Provide a general description of the country including physical,
geographical and other factors that are relevant to FMD dissemination, countries sharing common
borders and other countries that although may not be adjacent share a link for the potential
introduction of disease. Provide a map identifying the factors above.

Livestock industry. Provide a general description of the livestock industry in the country.

Veterinary system

a)

b)

<)

d)

Legislation. Provide a list and summary of all relevant veterinary legislations in relation to FMD.

Veterinary Services. Provide documentation on the compliance of the Veterinary Service of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and Article 1.1.3. of
the Terrestrial Code Manual and describe how the Veterinary Services supervise , and control
and maintain all FMD related activities. Provide maps and tables wherever possible.

Role of farmers, industry and other relevant groups in FMD surveillance and control (include a
description of training and awareness programmes on FMD).

Role of private veterinary profession in FMD surveillance and control.

FMD eradication

a)

b)

<)

d)

History. Provide a description of the FMD history in the country, date of first detection, origin of
infection, date of eradication (date of last case), types and subtypes present.

Strategy. Describe how FMD was controlled and eradicated (e.g. stamping-out policy, modified

stamping-out policy, zoning)—previde-time-frame-for-eradication.

Vaccmes and vaccmatlon Whai—type—e#vaeeme—us—usedﬂ#ha{—speetes—are#aeematedlppewde

eﬁeeﬂveness—(eg—vaeemaﬂen—eeverage—seresuweﬁanee—et&)— P owde a deSCFIQtIOH and
justification of the vaccination strategy, including, the selection of vaccine strain, potency and
type, purity, details of any vaccine matching performed, the animal species vaccinated,
identification of vaccinated animals, the way in which the vaccination of animals was certified/ or

r I nd the records maintain h n which the | vaccination w. rform n
the disposition of vaccinated animals (e.g. removed from or retained in the population). Provide
viden how its effectiven .0. vaccination cover. rological surveillan LAl

provide evidence that the vaccine used complies with Chapter 2.1.5. of the Terrestrial Manual.
Legislation, organisation and implementation of the FMD eradication campaign. Provide a

description of the organisational structure at the different levels. Indicate if detailed operational
guidelines exist and give a brief summary.
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e) Animal identification and movement control. Are susceptible animals identified (individually or at a
group level)? Provide a description of the methods of animal identification, herd registration and
traceability, including vaccination data. How are animal movements controlled in the country?
Provide evidence on the effectiveness of animal identification and movement controls. Please
provide information on pastoralism, transhumance and related paths of movement._Describe the

tion taken when an illegal movement i tected. Provide information on detected illegal
movements

4. EMD diagnosis

Provide 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:

a) Is FMD laboratory diagnosis carried 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 and the follow-up procedures and the time frame for obtaining results.

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 planned for,
the laboratory system.

i) Give details of participation performance in inter-laboratory validation—tests—(ring
tests)-proficiency tests.

iii) isProvide details on the handling of live virus handled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken_and their performance for their applied use (specificity
and /sensitivity).

vi) Laboratory capacity in processing tests and/samples.

5. EMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.7.402. to 8.7.42%.—and-Article8:6-49. of the Terrestrial Code and Chapter 2.1.5. of the
Terrestrial Manual. In particular, the following points should be addressed:

a) Clinical suspicion. What are the criteria for raising a suspicion of FMD? What is the procedure to
notify (by whom and to whom) and what penalties are involved for failure to report? Provide a
summary table indicating, for the past two years, the number of suspected cases, the number of
samples tested for FMDV, species, type of sample, testing method{s)} and results (including
differential diagnosis).

b) Surveillance. Are serological and virological surveys conducted_to demonstrate freedom from
infection?, in particular applying the provisions of Article 8.7.46.2 If so, provide detailed
information on the survey design (tar lation ign prevalence, confidence level, sample
size, stratification,_sampling methods and diagnostic tests used). How frequently are they
conducted? Are wildlife susceptible species included in serological surveys? Provide a summary
table indicating, for the past two years, the number of samples tested for FMD and FMDV,
species, type of sample, testing method{s} and results (including differential diagnosis). Provide
details on follow-up actions taken on all suspicious and positive results. Provide criteria for
selection of populations for targeted surveillance based on the risk and numbers of animals
examined and samples tested. Provide details on the methods applied for monitoring the
performance of the surveillance system including indicators.
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6.

c)

d)

e)

Livestock demographics and economics. What is the susceptible animal population by species
and production systems? How many herds, flocks, etc. of each susceptible species are in the
country? How are they distributed (e.g. herd density, etc.)? Provide tables and maps as
appropriate.

Wildlife demographics. What susceptible species are present in the country? Provide estimates of
population sizes and geographic distribution. What are the measures in place to prevent contact
between domestic and wildlife susceptible species?

Slaughterhouses, and markets{ and event: iated with th ngregation of FMD-

livestock (e.g. fairs, shows, competitions). Where are the major livestock marketing or collection
centres? What are the patterns of livestock movement within the country? How are the animals
transported and handled during these transactions?

FMD prevention

a)

b)

Coordination with neighbouring countries. Are there any relevant factors about the adjacent
countries or zones that should be taken into account (e.g. size, distance from adjacent border to
affected herds or animals)? Describe coordination, collaboration and information sharing activities
with neighbouring countries.

Are there controls in place for the feeding of swill containing animal products to pigs? If so provide
information on the extent of the practice, and describe controls and surveillance measures.

Import control procedures

From what countries or zones does the country authorise the import of susceptible animals or
their products? What criteria are applied to approve such countries or zones? What controls are
applied on entry of such animals and products, and subsequent internal movement? What import
conditions and test procedures are required? Are imported animals of susceptible species
required to undergo a quarantine or isolation period? If so, for how long and where? Are import
permits and health certificates required? What other procedures are used? Provide summary
statistics of imports of susceptible animals and their products for the past two years, specifying
country or zone of origin, species and volumeand guantity

i)  Provide a map with the number and location of ports, airports and land crossings. Is the
official 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 central Veterinary Services. Describe the
communication systems between the central authorities and the border inspection posts,
and between border inspection posts.

ii)  Provide a description on the methods used for the safe disposal of waste from international
traffic, who is responsible and provide a summary, for the past two years, of the quantity
disposed of_and the disposal location{s}.

iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into
the country ardfor their final destination, concerning the import and follow-up of the
following:

- animals,
- genetic material (semen and embryos),
- animal products,

- veterinary medicinal products (i.e. biologics)=

- other FMD risk materials (e.g. stock feed and animal bedding).
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iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on detected illegal imports.

d) Describe and justify the corrective actions that have been implemented to prevent future FMD
outbreaks in response to any past disease incursions.

7. Controlmeasures-and-cContingency planning an tbreak r n rogramm

a) Give details of any written guidelines, including contingency plans, available to the official
services for dealing with suspected or confirmed outbreaks of FMD.

b) Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases . stock standstills)?

c) Inthe event of an FMD outbreak:

i) indicate the sampling and testing procedures to be used to identify and confirm presence of
the causative agent;

ii) describe the actions_to be taken to report and control the disease situation in and around
any heldings establishments found to be infected with FMD;

iii) indicate the control andfor eradication procedures (e.g. vaccination, stamping-out policy,
partial slaughterf or vaccination, methods of disposal of carcasses and other contaminated

products{ or materials, decontamination, etc.) that would be taken. Include details—en

information on access to antigen and vaccine banks;

iv) describe the procedures to be used to confirm that-an—eutbreak—has—been—successfully
controlled/eradicated control or /feradication, including any restrictiorRs—en—restocking

provisions, sentinel animal and serological surveillance programmes;

v) give details of any compensation payments made available to farmers, etc. when animals
are slaughtered for disease control or feradication purposes and their prescribed timetable.

8. Compliance with the Terrestrial Code

In addition to the documentary evidence that the provisions of Article 8.7.3. are properly implemented
and supervised, the Delegate of the Member Country must submit a declaration indicating that there
has been no outbreak of FMD for the past two years and no evidence of FMDV girculationtransmission
for the past 12 months, with documented evidence that:

a) surveillance for FMD and FMDV eiretlationtransmission in accordance with Articles 8.7.40-42. to
8.7.42 47. and-Article-8-749- is in operation, and that regulatory measures for the prevention and
control of FMD have been implemented,;

b) routine vaccination is carried out for the purpose of the prevention of FMD;
c) the vaccine used complies with the standards described in the Terrestrial Manual.

9. Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.7.97.,
8.7.3.1, 8.7.3.3 and 8.57.3.4. 7 3.3 and 8. 57 3.4. of the Terrestrial Code and prowde dethed—lnformatlon as specn‘led |n

sectlons — 7 incl f hi i nn ire, Parti |v n
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FMD FREE ZONE WHERE VACCINATION IS NOT PRACTISED
Report of a Member Country which applies for recognition of status,
under Chapter 8.7. of the Terrestrial Code,

as an FMD free zone not practising vaccination

Please address concisely the following topics. National regulations and laws and Veterinary Administration
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 and the zone 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 may not be adjacent
share a link for the potential introduction of disease. The boundaries of the zone must be clearly
defined, including a protection zone if applied. Provide a digitalised, geo-referenced map with a
precise text description of the geographical boundaries of the zone.

b) Livestock industry. Provide a general description of the livestock industry in the country and the
zone.

Veterinary system

a) Legislation. Provide a list and summary of all relevant veterinary legislations in relation to FMD.

b) Veterinary Services. Provide documentation on the compliance of the Veterinary Service of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and Article 1.1.3. of
the Terrestrial Code Manual and describe how the Veterinary Services supervise, ard control and
maintain all FMD related activities. Provide maps and tables wherever possible.

c) Role of farmers, industry and other relevant groups in FMD surveillance and control (include a
description of training and awareness programmes on FMD).

d) Role of private veterinary profession in FMD surveillance and control.

FMD eradication

a) History. Provide a description of the FMD history in the country and zone, provide date of first
detection, origin of infection, date of eradication in the zone (date of last case), types and
subtypes present.

b) Strategy. Describe how FMD was controlled and eradicated in the zone (e.g. stamping-out policy,

modified stamping-out policy)—previde-time-frame-foreradication.

c) Vaccmes and vaccmatlon If vaccmatlon |s used in the rest of the country What—typ&ef—vaeetn&us

etex prowde a descnnt|on and |ust|f|cat|on of the vaccmatlon strateqv |ncIud|nq the select|on of
vaccin rain n n ri ils of any vaccine matchin rform he animal
species vaccinated, identification of vaccinated animals, the way in which the vaccination of
nimal rtifi rr r nd the recor maintain h n_which the |

accmatlon was erformed and the d|s osition of vaccmated animals (e. removed from or

erologlcal survelllance, etc) Also provide evidence that the vaccine used complies with Chagte
.1.5. of the Terrestrial Manual.
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d) Legislation, organisation and implementation of the FMD eradication campaign. Provide a
description of the organisational structure at the different levels. Indicate if detailed operational
guidelines exist and give a brief summary.

e) Animal identification and movement control. Are susceptible animals identified (individually or at a
group level)? Provide a description of the methods of animal identification, herd registration and
traceability. How are animal movements controlled in and between zones of the same or different
status, in particular if the provisions of the Terrestrial Code in Article 8.7.10. are applied? Provide
evidence on the effectiveness of animal identification and movement controls. Please provide
information on pastoralism, transhumance and related paths of movement. Describe the action

taken when an illegal movement is detected. Provide information on detected illegal movements.

4. EMD diagnosis

Provide 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:

a) Is FMD laboratory diagnosis carried 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. Indicate the laboratory(ies) where samples originating from the zone are diagnosed,
the follow-up procedures and the time frame for obtaining results.

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 planned for,
the laboratory system.

ii) Give details of patticipation performance in inter-laboratory validation—tests—{ring—tests)
proficiency tests.

iii) isProvide details on the handling of live virus handled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken_and their performance for their applied use (specificity
and sensitivity).

vi) Laboratory capacity in processing tests and /samples.

5. EMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.7.402. to 8.7.427.—and-Article8:6-49. of the Terrestrial Code and Chapter 2.1.5. of the
Terrestrial Manual. In particular, the following points should be addressed:

a) Clinical suspicion. What are the criteria for raising a suspicion of FMD? What is the procedure to
notify (by whom and to whom) and what penalties are involved for failure to report? Provide a
summary table indicating, for the past two years, the number of suspected cases, the number of
samples tested for FMDV, species, type of sample, testing method{s} and results (including
differential diagnosis).

OIE Terrestrial Animal Health Standards Commission/September 2014


http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_cheptel
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_zone_region
http://www.oie.int/index.php?id=169&L=0&htmfile=chapitre_1.8.6.htm#article_1.8.6.10.
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_identification_des_animaux
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_zone_region

54

Annex XVI (B) (contd)

6.

b)

<)

d)

e)

Serological surveillance. Are_Have serological surveys been conducted to demonstrate freedom
from infection? If so, provide detailed information on the survey design (target population, design
prevalence, confidence level, sample size, stratification,_sampling methods and diagnostic tests

used). How frequently are they conducted? Are wildlife susceptible species included in serological
surveys? Provide a summary table indicating, for the past two years, the number of samples
tested for FMDV, species, type of sample, testing method{s} and results (including differential
diagnosis). Provide details on follow-up actions taken on all suspicious and positive results.
Provide criteria for selection of populations for targeted surveillance based on the risk and
numbers of animals examined and samples tested. Provide details on the methods applied for
monitoring the performance of the surveillance system including indicators.

Livestock demographics and economics. What is the susceptible animal population by species
and production systems in the country and the zone? How many herds, flocks, etc. of each
susceptible species are in the country? How are they distributed (e.g. herd density, etc.)? Provide
tables and maps as appropriate.

Wildlife demographics. What susceptible species are present in the country and the zone?
Provide estimates of population sizes and geographic distribution. What are the measures in
place to prevent contact between domestic and wildlife susceptible species?

Slaughterhouses, and markets and fevent iated with th ngregation of FMD-
livestock (e.qg. fairs, shows, competitions). Where are the major livestock marketing or collection

centres? What are the patterns of livestock movement within the country? How are the animals
transported and handled during these transactions?

EMD prevention

a)

b)

c)

Coordination with neighbouring countries. Are there any relevant factors about the adjacent
countries and zones that should be taken into account (e.g. size, distance from adjacent border to
affected herds or animals)? Describe coordination, collaboration and information sharing activities
with neighbouring countries and zones.

If the FMD free zone without vaccination is situated in ar FMD infected country or borders an
infected country or zone, describe the animal health measures implemented to effectively prevent
the introduction of the agent, taking into consideration physical or geographical barriers.

Are there controls in place for the feeding of swill containing animal products to pigs? If so,
provide information on the extent of the practice, and describe controls and surveillance
measures.

Import control procedures

From what countries or zones does the country authorise the import of susceptible animals or
their products into a free zone? What criteria are applied to approve such countries or zones?
What controls are applied on entry of such animals and products, and subsequent internal
movement? What import conditions and test procedures are required? Are imported animals of
susceptible species required to undergo a quarantine or isolation period? If so, for how long and
where? Are import permits and health certificates required? What other procedures are used?
Provide summary statistics of imports of susceptible animals and their products for the past
two years, specifying country or zone of origin, species and volumef£and quantity.

i)  Provide a map with the number and location of ports, airports and land crossings. Is the
official 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 central Veterinary Services. Describe the
communication systems between the central authorities and the border inspection posts,
and between border inspection posts.
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ii)  Provide a description on the methods used for the safe disposal of waste from international
traffic, who is responsible and provide a summary, for the past two years, of the quantity
disposed of of and the disposal locationts;.

iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into
the country ardfor their final destination, concerning the import and follow-up of the
following:

- animals,
- genetic material (semen and embryos),
- animal products,

- veterinary medicinal products (i.e. biologics),

- other FMD risk materials (e.qg. stock feed and animal bedding).

iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on detected illegal imports.

d) Descri nd justify th rrectiv tions that hav n implemented to prevent futur
outbreaks in response to any past disease incursions.

7. Controlmeasuresand-cContingency planning an tbreak r n rogramm

a) Give details of any written guidelines, including contingency plans, available to the official
services for dealing with suspected or confirmed outbreaks of FMD.

b) Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases (e.g. livestock standstills)?

c) Inthe event of ar FMD outbreak:

i) indicate the sampling and testing procedures to be used to identify and confirm presence of
the causative agent;

if) describe the actions to be taken to report and control the disease situation in and around
any heldings establishments found to be infected with FMD;

iii) indicate the control andfor eradication procedures (e.g. vaccination, stamping-out policy,
partial slaughterf or vaccination, methods of disposal of carcasses and other contaminated
products/ or materials, decontamination, etc.) that would be taken. Include detalls—en
information on access to antigen and vaccine banks;

iv) describe the procedures to be used to confirm that-an—eutbreak—has—been—successfully
controlled/eradicated control/ or eradication, including any restrictiors—en—restocking

provisions, sentinel animal and serological surveillance programmes;

v) give details of any compensation payments made available to farmers, etc. when animals
are slaughtered for disease controlfor eradication purposes and their prescribed timetable.

8. Compliance with the Terrestrial Code

In addition to the documentary evidence that the provisions of Article 8.7.4. are properly implemented
and supervised, the Delegate of the Member Country must submit a declaration indicating:
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a)
b)
<)

d)

there has been no outbreak of FMD during the past 12 months;
no evidence of FMDV infection has been found during the past 12 months;
no vaccination against FMD has been carried out during the past 12 months;

no vaccinated animal has been introduced into the zone since the cessation of vaccination,
except in accordance with Article 8.7.10.

Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.7.97.,
8.7.2.1, 8.7.2.3 and 8.7.2.4. of the Terrestrial Code and provide detailed-information as specified in

sectlons 1 - 7 (inclusive) of this questlonnalre Particular emohaS|s should be mven to FMD

FMD FREE ZONE WHERE VACCINATION IS PRACTISED
Report of a Member Country which applies for recognition of status,
under Chapter 8.7. of the Terrestrial Code,

as an FMD free zone practising vaccination

Please address concisely the following topics. National regulations and laws and Veterinary Administration
directives may be referred to and annexed as appropriate in one of the OIE official languages.

1.

Introduction

a)

b)

Geographical factors. Provide a general description of the country and the zone 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 may not be adjacent
share a link for the potential introduction of disease. The boundaries of the zone must be clearly
defined, including a protection zone if applied. Provide a digitalised, geo-referenced map with a
precise text description of the geographical boundaries of the zone.

Livestock industry. Provide a general description of the livestock industry in the country and the
zone.

Veterinary system

a)

b)

<)

d)

Legislation. Provide a list and summary of all relevant veterinary legislations in relation to FMD.

Veterinary Services. Provide documentation on the compliance of the Veterinary Service of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and Article 1.1.3. of
the Terrestrial Code Manual and describe how the Veterinary Services supervise, ard control and
maintain all FMD related activities. Provide maps and tables wherever possible.

Role of farmers, industry and other relevant groups in FMD surveillance and control (include a
description of training and awareness programmes on FMD).

Role of private veterinary profession in FMD surveillance and control.

OIE Terrestrial Animal Health Standards Commission/September 2014



http://www.oie.int/index.php?id=169&L=0&htmfile=chapitre_1.8.6.htm#article_1.8.6.10.
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_zone_region
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_zone_tampon

57

Annex XVI (B) (contd)

3.  EMD eradication

a) History. Provide a description of the FMD history in the country and zone, provide date of first
detection, origin of infection, date of eradication in the zone (date of last case), types and
subtypes present.

b) Strategy. Describe how FMD was controlled and eradicated in the zone (e.g. stamping-out policy,

modified stamping-out policy)—previde-time-frame-foreradication.
C) Vaccmes and vaccmatlon Whai—type—e#vaeeme—us—usedDANha{—speetes—aFe#aeemateGD—mede

j A j inati j ar growde a
descrlgtlon and ustlflcatlon of the vaccmatlon strateggz mcludlng! the selectlon of vaccine strain,

potency and type, purity, details of any vaccine matching performed, the animal species
vaccinated, identification of vaccinated animals, the way in which the vaccination of animals was

certified/ or reported and the records maintained, the date on which the last vaccination was
performed, and the disposition of vaccinated animals (e.g. removed from or retained in the

lation). Provi vidence to show its effectiven .g._vaccination _cover rological
surveillance, etc). Also provide evidence that the vaccine used complies with Chapter 2.1.5. of the
Terrestrial Manual.

d) Legislation, organisation and implementation of the FMD eradication campaign. Provide a
description of the organisational structure at the different levels. Indicate if detailed operational
guidelines exist and give a brief summary.

e) Animal identification and movement control. Are susceptible animals identified (individually or at a
group level)? Provide a description of the methods of animal identification, herd registration and
traceability, including vaccination data. How are animal movements controlled in and between
zones of the same or different status, in particular if the provisions of the Terrestrial Code in
Article 8.7.10. are applied? Provide evidence on the effectiveness of animal identification and
movement controls. Please provide information on pastoralism, transhumance and related paths
of movement. Desctri h ion taken when an illegal movement i . Provi
information on detected illegal movements.

4. EMD diagnosis

Provide 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:

a) Is FMD laboratory diagnosis carried 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. Indicate the
laboratory(ies) where samples originating from the zone are diagnosed.

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 planned for,
the laboratory system.

ii) Give details of participation performance in inter-laboratory validation—tests—(ring
tests).proficiency tests.
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iii) tsProvide details on the handling of live virus handled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken and their performance for their
(specificityf and sensitivity).

vi) Laboratory capacity in processing testst and samples.

5.  EMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.7.402. to 8.7.42%.—and-Article—8:6-49. of the Terrestrial Code and Chapter 2.1.5. of the
Terrestrial Manual. In particular, the following points should be addressed:

a)

b)

<)

d)

e)

Clinical suspicion. What are the criteria for raising a suspicion of FMD? What is the procedure to
notify (by whom and to whom) and what penalties are involved for failure to report? Provide a
summary table indicating, for the past two years, the number of suspected cases, the number of
samples tested for FMDV, species, type of sample, testing method{s)} and results (including
differential diagnosis).

Surveillance. Are serological and virological surveys conducted to demonstrate freedom from
infection?, in particular applying the provisions of Article 8.7.46.2 If so, provide detailed
information on the survey design (target population, design prevalence, confidence level, sample
size, stratification,_sampling methods and diagnostic tests used). How frequently are they
conducted? Are wildlife susceptible species included in serological surveys? Provide a summary
table indicating, for the past two years, the number of samples tested for FMD and FMDV,
species, type of sample, testing method{s} and results (including differential diagnosis). Provide
details on follow-up actions taken on all suspicious and positive results. Provide criteria for
selection of populations for targeted surveillance based on the risk and numbers of animals
examined and samples tested. Provide details on the methods applied for monitoring the
performance of the surveillance system including indicators

Livestock demographics and economics. What is the susceptible animal population by species
and production systems in the country and the zone? How many herds, flocks, etc. of each
susceptible species are in the country? How are they distributed (e.g. herd density, etc.)? Provide
tables and maps as appropriate.

Wildlife demographics. What susceptible species are present in the country and in the zone?
Provide estimates of population sizes and geographic distribution. What are the measures in
place to prevent contact between domestic and wildlife susceptible species?

Slaughterhouses, ang marketst and events associated with the congregation of FMD-susceptible

livestock (e.g. fairs, shows, competitions). Where are the major livestock marketing or collection

centres? What are the patterns of livestock movement within the country? How are the animals
transported and handled during these transactions?

6. FEMD prevention

a)

Coordination with neighbouring countries. Are there any relevant factors about the adjacent
countries and zones that should be taken into account (e.g. size, distance from adjacent border to
affected herds or animals)? Describe coordination, collaboration and information sharing activities
with neighbouring countries and zones.
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If the FMD free zone with vaccination is situated in ar FMD infected country or borders an
infected country or zone, describe the animal health measures implemented to effectively prevent
the introduction of the agent, taking into consideration physical or geographical barriers.

Are there controls in place for the feeding of swill containing animal products to pigs? If so,
provide information on the extent of the practice, and describe controls and surveillance
measures.

Import control procedures

From what countries or zones does the country authorise the import of susceptible animals or
their products into a free zone? What criteria are applied to approve such countries or zones?
What controls are applied on entry of such animals and products, and subsequent internal
movement? What import conditions and test procedures are required? Are imported animals of
susceptible species required to undergo a quarantine or isolation period? If so, for how long and
where? Are import permits and health certificates required? What other procedures are used?
Provide summary statistics of imports of susceptible animals and their products for the past
two years, specifying the country or zone of origin, the species and the volumefand guantity.

i)  Provide a map with the number and location of ports, airports and land crossings. Is the
official 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 central Veterinary Services. Describe the
communication systems between the central authorities and the border inspection posts,
and between border inspection posts.

ii)  Provide a description on the methods used for the safe disposal of waste from international
traffic, who is responsible and provide a summary, for the past two years, of the quantity

disposed of_.and the disposal location{s}.

iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into
the country ardfor their final destination, concerning the import and follow-up of the
following:

- animals,

- genetic material (semen and embryos),

- animal products,

- veterinary medicinal products (i.e. biologics),

her FMD risk material .. k f nd animal in

iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on detected illegal imports.

hat _hav n_implemen revent f
outbreaks in response to any past disease incursions.

Control-measures-and-cContingency planning and outbreak response programmes

a)

Give details of any written guidelines, including contingency plans, available to the official
services for dealing with suspected or confirmed outbreaks of FMD.

OIE Terrestrial Animal Health Standards Commission/September 2014


http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_services_veterinaires
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_animal

60

Annex XVI (B) (contd)

b) Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases . livestock standstills)?

¢) Inthe event of ar FMD outbreak:

i) indicate the sampling and testing procedures to be used to identify and confirm presence of
the causative agent;

ii) describe the actions_to be taken to report and control the disease situation in and around
any heldings establishments found to be infected with FMD;

iii) indicate the control andfor eradication procedures (e.g. vaccination, stamping-out policy,
partial slaughterfor vaccination, methods of disposal of carcasses and other contaminated
products{ or materials, decontamination, etc.) that would be taken. Include details—en
information on access to antigen and vaccine banks;

iv) describe the procedures to be used to confirm that-an—eutbreak—has—been—successfully
controlled/eradicated control/ or eradication, including any restrictiors—en—restocking

provisions, sentinel animal and serological surveillance programmes;

v) give details of any compensation payments made available to farmers, etc. when animals
are slaughtered for disease controlfor eradication purposes and their prescribed timetable.

8. Compliance with the Terrestrial Code

In addition to the documentary evidence that the provisions of Article 8.7.5. are properly implemented
and supervised, the Delegate of the Member Country must submit a declaration indicating:

a) that there has been no outbreak of FMD for the past two years,
b) no evidence of FMDV eireulationtransmission for the past 12 months,

c) surveillance for FMD and FMDV eiredlationtransmission in accordance with Articles 8.7.40 to
8.7.42. to-8-6-47—and-Article-8-6-49- is in operation.

9. Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.7.97.,
8.7.3.1, 8.7.3.3 and 8.7.3.4. of the Terrestrial Code and provide detailed-information as specified in

sectlons 1 — 7 inclusive of this uestlonnalre Particular em hasis should be |ven to FMD

revention (section 6.) and contln enc Iannln and outbreak response_programmes sectlon 7.

[Article 1.6.6.]

[Article 1.6.7.]
[Article 1.6.8.]

[Article 1.6.9.]
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Article 1.6.10.

Questionnaire on FMD

COUNTRY WITH AN OIE ENDORSED OFFICIAL CONTROL PROGRAMME FOR FMD
Report of a Member Country which applies for the OIE endorsement
of its official control programme for FMD

under Chapter 8.7. of the Terrestrial Code

Please address concisely the following topics. National laws, regulations and Veterinary Authority directives
may be referred to and annexed as appropriate in one of the OIE official languages.

1.

Introduction

a)

b)

<)

Provide a general description of geographical factors in the country and 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.

If the endorsed plan is gradually implemented to specific parts of the country, the boundaries of
the zone{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) .

Provide a general description of the livestock industry in the country and any zones.

Veterinary system

a)

b)

c)

d)

e)

Legislation. Provide a list and summary of all relevant veterinary legislations in relation to the
FMD control programme.

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 Article 1.1.3. of
the Terrestrial ManrualCode and describe how the Veterinary Services supervise, and control and
maintain all FMD related activities in the country and any zones. 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 description of
training and awareness programmes on FMD.

Provide information on any OIE PVS evaluation of the country and follow-up steps within the PVS
Pathway.

Provi viden h he | | framework an nsure th ntrol_an rveillan
activities are implemented in an effective and sustainable way.

FMD control

a)

Provide a description of the FMD history in the country and any zones, including date of first
detection, origin of infection, date of implementation of the control programme in the country and
any zones, and types and subtypes of the FMDV wirds present.
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b)

c)
d)

e)

f)

)

Describe the general epidemiology of FMD in the country and the surrounding countries
or zones highlighting the current knowledge and gaps.

Describe how FMD is controlled in the country or any zones.

Provide a description of the legislation, organisation and implementation of the FMD control
programme. Indicate if detailed operational guidelines exist and give a brief summary.

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 zones, including records kept, and provide
evidence to show its effectiveness, such as vaccination coverage, population immunity, etc.
Provide details on the studies carried out to determine the population immunity, including the
study design.

Provide a description of the methods of animal identification (at the individual or group
level), herd registration and traceability; and how the movements of animals and products are
assessed and controlled, including movement of infected animals to slaughter. 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 zones and through trade.

Provide evidence of the impact of the control measures already implemented in the event of
tbreak n_the r tion _of distribution _and numbers of tbreaks. If ibl rovi
information on primary and secondary outbreaks.

4. FEMD surveillance

Provide documentary evidence on whether surveillance for FMD in the country complies with the
provisions of Articles 8.7.40 to 8.7.42. t6-8-6-47—and-Article-8-6-49: of the Terrestrial Code and Chapter
2.1.5. of the Terrestrial Manual. In particular, the following points should be addressed:

a)

b)

<)

d)

e)

f)

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 farms, markets, fairs, slaughterhouse, check
points, etc. Provide criteria for selection of populations for targeted surveillance and numbers
of animals examined and samples tested in diagnostic laboratories. Provide details on the
methods applied for monitoring the performance of the surveillance system including indicators.
Explain whether serological and virological surveys are conducted and, if so, how frequently and
for what purpose.

Provide a summary table indicating, for at least the past two years, the number of samples tested
for FMD and FMDV, species, type of sample, testing method{s} and results (including differential
diagnosis). Provide procedural details on follow-up actions taken on suspicious and positive
results.

Provide information on livestock demographics and economics, including the susceptible animal
population by species and production systems in the country and the zone. Identify how
many herds, flocks, etc. of each susceptible species are in the country and how they are
distributed, such as herd density, etc. Provide tables and maps as appropriate.

Provide information on the demographics and migration patterns of FMD
susceptible wildlife species, including which susceptible species are present in the country and
any zones. Provide estimates of population sizes and geographic distribution. Identify whether
susceptible wildlife are included in surveillance. Identify 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 of livestock movement within the country, including how animals are transported and
handled during these transactions.
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Provide information on circulatin rains_and risk in_different h ndr m nd _provi
evidence that targeted studies are implemented to address gaps (e.qg. targeted serological
surveys, active surveillance, participatory epidemiology studies, risk assessments, etc.) and that
th ired knowl ists in more effective implementation of control m I

Provide evidence that surveys are carried out to assess vaccination coverage and population
immuni f _the target lation how | rator viden that the vaccin i
appropriate for circulating strains of virus, show analysis of surveillance data to assess the
change in FMD prevalence over time in the target population{s), assess the control measures
(cost_effectiveness, degree of implementation, impact), provide information on outcomes of
tbreak investigations includin tbreaks that hav Ir it ntrol_m r

documented inspections showing compliance with biosecurity and hygiene requirements.

FMD laboratory diagnosis

Provide 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:

a)

b)

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 zone are diagnosed. Is there regular submission of samples from the country or zone to
a laboratory that carries out diagnosis and further characterisation of strains in accordance with
the standards and methods described in the Terrestrial Manual?

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.

ii)  Give details on participation in inter-laboratory validation tests (ring tests).

iii) Is live virus handled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken.

FMD prevention

Describe the procedures in place to prevent the introduction of FMD into the country. In particular
provide details on:

a)

Coordination with neighbouring countries, trading partners and other countries within the same
region. Identify relevant factors about the adjacent countries and zones that should be taken into
account such as size, distance from adjacent borders to affected herds or
animals, surveillance carried in adjacent countries. Describe coordination, collaboration and
information sharing activities with neighbouring countries and zones. Describe the measures
implemented to effectively prevent the introduction of the agent, taking into consideration physical
or geographical barriers. Describe the measures implemented to prevent the propagation of the
agent within the country or zone and through trade. Provide evidence that measures are in place
at markets to reduce transmission of FMD such as enhancing awareness of FMD transmission
mechanisms and behaviours that can interrupt transmission, implementation of good biosecurity
practices, hygiene, cleaning and disinfection routines at critical points all along the production and
marketing networks (typically where animals are being moved, and marketed through the count

or region).
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b)

<)

What measures are taken to limit access of susceptible domestic, feral and wild animals to waste
products of animal origin? Are there controls in place for the feeding of swill containing animal
products to pigs? If so provide information on the extent of the practice, and describe controls
and surveillance measures.

Provide information on countries or zones from which the country authorises the import of
susceptible animals or their products into the country or zone. Describe the criteria applied to
approve such countries or zones, the controls applied on entry of such animals and products, and
subsequent internal movement. Describe the import conditions and test procedures required.
Advise whether imported animals of susceptible species are required to undergo a quarantine or
isolation period and, if so, the duration and location of quarantine. Advise whether import permits
and health certificates are required. Describe any other procedures used. Provide summary
statistics on imports of susceptible animals and their products for at least the past two years,
specifying country or zone of origin, the species and the number or volume. Provide evidence that
the import poli nd the improv rder controls hav ntributed to r ing the number of
outbreaks.

i)  Provide a map with the number and location of ports, airports and land crossings. Advise
whether the service responsible for import controls is part of the official services, or if it is an
independent body. If it is an independent body, describe its management structure, staffing
levels and resources, and its accountability to the central Veterinary Services. Describe the
communication systems between the central authorities and the border inspection posts,
and between border inspection posts.

ii) Provide a description on the methods used for the safe disposal of waste food from
international traffic, who is responsible to supervise this and provide a summary, for the past
two years, of the quantity disposed of.

iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into
the country and their final destination, concerning the import and follow up of the following:

- animals,

- genetic material (semen and embryos),

- animal products,

- veterinary medicinal products, i.e. biologics,

- other livestock related goods potentially contaminated with FMDV including bedding,
litter and feeds.

iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on detected illegal imports, if available.

7. Control measures and emergency response

a)

b)

c)

Give details of any written guidelines, including emergency response plans, available to
the Veterinary Services for dealing with suspected or confirmed outbreaks of FMD.

Advise whether quarantine is imposed on premises with suspicious cases, pending final diagnosis
and any other procedures followed in respect of suspicious cases.

In the event of arn FMD outbreak:

i) provide a detailed description of procedures that are followed in case of
an outbreak including forward and backward tracing;
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i) indicate the sampling and testing procedures used to identify and confirm presence of the
causative agent;

iii) describe the actions taken to control the disease situation in and around any heldings
establishments found to be infected with FMD;

iv) indicate the control or eradication procedures, such as vaccination, stamping-out policy,
partial slaughter or vaccination, including vaccination delivery and cold chain, movement
control, control of wildlife, pastured livestock and livestock as pets, control of the livestock
waste, campaign to promote awareness of farmers, etc. that would be taken;

v) describe the procedures used to confirm that an outbreak has been successfully controlled
or eradicated, including any restrictions on restocking;

vi) give details of any compensation payments made available to farmers, etc.
when animals are slaughtered for disease control or eradication purposes and their
prescribed timetable;

vii) describe how control efforts, including vaccination and biosecurity measures, have been
targeted at critical risk control points.

8. Official control programme for FMD submitted for OIE endorsement

Submit a detailed plan on the measures, in addition to those described in point 3, for the control and
eventual eradication of FMD in the Member Country, including:

a) objectives,
b) expected status to be achieved,
c) timelines of the control programme,

d) performance indicators and ireluding methods for their measurement and verification, including

the progressive reduction in outbreak incidence towar limination of FMDYV._transmission in all
susceptible livestock in at least one zone of the country,

e) description of the funding for the control programme and annual budgets for its duration,

f)  details, if applicable, on a proposed timeline for the transition to the use of vaccines, which are
fully compliant with in the Terrestrial Manual in order to enable demonstration of absence of virus
cireulationtransmission.

9. Recovery of official endorsement of the national FMD control programme

Member Countries applying for recovery of the official endorsement of the national FMD control
programme should provide updated information in compliance with the provisions of
Article 8.7.4839. of the Terrestrial Code.

—  Text deleted.
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CHAPTER 8.13.

INFECTION WITH RIFT VALLEY FEVER VIRUS

‘ EU comment ‘

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

Article 8.13.1.

General provisions

1

2)

3)

4)

5)

6)

7)

The aim of this chapter is to mitigate the animal and public health risks posed by Rift Valley fever
(RVF) and to prevent its international spread.

Humans and many animal species are susceptible to infection. For the purpose of the Terrestrial Code,
RVF is defined as an infection of ruminants with Rift Valley fever virus (RVFV).

The following defines the occurrence of RVFV infection:

a) RVFV, excluding vaccine strains, has been isolated and identified as such from a sample from a
ruminant; or

b) antigen or ribonucleic acid specific to RVFV, excluding vaccine strains, has been identified in a
sample from a ruminant epidemiologically linked to a confirmed or suspected case of RVF, or
giving cause for suspicion of association or contact with RVFV; or

c) antibodies to RVFV antigens which are not the consequence of vaccination, have been identified
in a sample from a ruminant with either epidemiological links to a confirmed or suspected case of
RVF, or giving cause for suspicion of association or contact with RVFV.

For the purposes of the Terrestrial Code, the infective period for RVF shall be 14 days.

In areas where RVFV is present, epizootics of RVF may occur following favourable climatic,
environmental conditions and availability of susceptible host and competent vector populations.
Epizootics are separated by inter-epizootic periods.

For the purposes of this chapter:

a) ‘'area' means a part of a country that experiences epizootics and inter-epizootic periods, but which
does not correspond to the definition of zone;

b) ‘epizootic of RVF' means the occurrence of outbreaks at an incidence substantially exceeding that
during an inter-epizootic period,;

c) inter-epizootic period' means the period of variable duration, often long, duratien; with intermittent
low level virus of vector activity and low rate of virus transmission, which is often not detected;

d) ruminants include dromedary camels.

The historical distribution of RVF has been parts of the African continent, Madagascar, some other
Indian Ocean Islands and the south western Arabian Peninsula. However, vectors, environmental and
climatic factors, land-use dynamics, and animal movements may modify the temporal and spatial
distribution of the infection.
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8) When authorising import or transit of the commodities covered in the chapter, with the exception of
those listed in Article 8.13.2., Veterinary Authorities should require the conditions prescribed in this
chapter relevant to the RVF status of the ruminant population of the exporting country.

9) Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 8.13.2.

Safe commodities

When authorising import or transit of the following commodities and any products made from them,

Veterinary Authorities should not require any RVF related conditions, regardless of the RVF status of the

ruminant population of the exporting country:

1) hides and skins;

2) wool and fibre.

Article 8.13.3.

Country or zone free from RVFV infection

A country or a zone may be considered free from RVFV infection when the disease is notifiable in the whole
country and either:

1) it meets the requirements for historical freedom in point 1 of Article 1.4.6.; or
2) met the following conditions:

a) an on-going pathogen-specific surveillance programme in accordance with Chapter 1.4. has
demonstrated no evidence of RVFV infection in ruminants in the country or zone for a minimum of
ten years; and

b) noindigenous human cases have occurred in the country or zone.

A country or zone free from infection with RVFV will not lose its free status through the importation of
ruminants that are seropositive, so long as they are either permanently identified as such or destined for
immediate slaughter.

Article 8.13.4.

Country or zone infected with RVFV during the inter-epizootic period

A country or zone infected with RVFV, during the inter-epizootic period, is one in which virus activity is
present at a low level but the factors predisposing to an epizootic are absent.

Article 8.13.5.
Country or zone infected with RVFV during an epizootic

A country or zone infected with RVFV, during an epizootic, is one in which outbreaks of RVF are occurring
at an incidence substantially exceeding that of the inter-epizootic period.

Article 8.13.6.
Strategies to protect from vector attacks during transport

Strategies to protect animals from vector attacks during transport should take into account the local ecology
of the vectors and potential risk management measures include:

1) treating animals with insect repellents prior to and during transportation;
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2) loading, transporting and unloading animals at times of low vector activity;

3) ensuring vehicles do not stop en route during dawn or dusk, or overnight, unless the animals are held
behind insect-proof netting;

4) using historical and current information to identify low risk ports and transport routes.
Article 8.13.7.

Recommendations for importation from countries or zones free from RVFV
infection

For ruminants

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) were kept in a country or zone free from RVFV infection since birth or for at least 14 days prior to
shipment;

AND
2) either:
a) were vaccinated at least 14 days prior to leaving the free country or zone; or

b) did not transit through an area experiencing an epizootic during transportation to the place of
shipment; or

c) were protected from vector attacks when transiting through an area experiencing an epizootic.
Article 8.13.8.

Recommendations for importation from countries or zones infected with RVFV
during the inter-epizootic period

For ruminants

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) showed no sign of RVF on the day of shipment;
2) met one of the following conditions:

a) were vaccinated against RVF at least 14 days prior to shipment with a modified live virus vaccine;
or

b) were held for at least 14 days prior to shipment in a mosquito-proof quarantine station which is
located in an area of demonstrated low vector activity. During this period the animals showed no
clinical sign of RVFV infection;

AND
3) either:

a) did not transit through an area experiencing an epizootic during transportation to the place of
shipment; or

b) were protected from vector attacks when transiting through an area experiencing an epizootic.
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Article 8.13.9.

Recommendations for importation from countries or zones infected with RVFV
during an epizootic

For ruminants

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) showed no sign of RVF on the day of shipment;

2) did not originate in the area of the epizootic;

3) were vaccinated against RVF at least 14 days prior to shipment;

4) were held for at least 14 days prior to shipment in a quarantine station, which is located in an area of
demonstrated low vector activity outside the area of the epizootic. During this period the animals
showed no sign of RVF;

5) either:

a) did not transit through an area experiencing an epizootic during transportation to the place of
shipment; or

b) were protected from vector attacks when transiting through an area experiencing an epizootic.
Article 8.13.10.

Recommendations for importation from countries or zones not free from infection
with RVFV

For semen and in vivo derived embryos of ruminants

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the donor animals:

1) showed no sign of RVF within the period from 14 days prior to and 14 days following collection of the
semen or embryos;

AND

2) either:
a) were vaccinated against RVF at least 14 days prior to collection; or
b)  were demonstrated to be seropositive on the day of collection; or

c) testing of paired samples has demonstrated that seroconversion did not occur between semen or
embryo collection and 14 days after.

Article 8.13.11.

Recommendations for importation of fresh meat and meat products from ruminants
from countries or zones not free from infection with RVFV

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the entire consignment of meat comes from:
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1) ruminants which showed no clinical sign of RVF within 24 hours before slaughter;

2) ruminants which were slaughtered in an approved slaughterhouse/abattoir and were subjected to ante-
and post-mortem inspections with favourable results;

3) carcasses which were submitted to maturation at a temperature above 2°C for a minimum period of 24
hours following slaughter.

Article 8.13.12.

Recommendations for importation from countries or zones not free from infection
with RVFV

For milk and milk products

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the consignment:

1) was subjected to pasteurisation; or

2) was subjected to a combination of control measures with equivalent performance as described in the
Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

Article 8.13.13.
Surveillance
Surveillance should be carried out in accordance with Chapter 1.4.
1) During an epizootic, surveillance should be conducted to define the extent of the affected area.

2) During the inter-epizootic period, surveillance and monitoring of climatic factors predisposing an
epizootic should be carried out in countries or zones infected with RVFV.

3) Countries or zones adjacent to a country or zone in which epizootics have been reported should
determine their RVFV status through an on-going surveillance programme.

To determine areas of low vector activity (see Articles 8.13.8. and 8.13.9.) surveillance for arthropod vectors
should be carried out in accordance with Chapter 1.5.

Examination of vectors for the presence of RVFV is an insensitive surveillance method and is therefore not
recommended.

—  Text deleted.
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CHAPTER 8.4.

INFECTION WITH BRUCELLA ABORTUS,
B. MELITENSIS AND B. SUIS

EU comment

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

Article 8.4.1.

General provisions

1

2)

3)

4)

5)

6)

The aim of this chapter is to mitigate the risk of spread of, and the risk to human health from, Brucella
abortus, B. melitensis and B. suis in animals.

For the purpose of this chapter:
a) 'Brucella’ means B. abortus, B. melitensis or B. suis, excluding vaccine strains.
b) 'Animals’ means domestic and captive wild animal populations of the following categories:

i) bovids: this term means cattle (Bos taurus, B. indicus, B. frontalis, B. javanicus and B.
grunniens), bison (Bison bison and B. bonasus) and water buffalo (Bubalus bubalis);

i) sheep (Ovis aries) and goats (Capra aegagrus);
iii) pigs (Sus scrofa);

iv) camelids: this term means dromedary camel (Camelus dromedarius), Bactrian camel
(Camelus bactrianus), llama (Lama glama), alpaca (Lama pacos), guanaco (Lama guanicoe)
and vicuna (Vicugna vicugna);

V) cervids: this term means roe deer (Capreolus capreolus), red deer (Cervus elaphus elaphus),
wapiti/elk (C. elaphus canadensis), sika (C. nippon), samba (C. unicolor unicolor), rusa (C.
timorensis), fallow deer (Dama dama), white-tailed, black-tailed, mule deer (Odocoileus spp.)
and reindeer/caribou (Rangifer tarandus);

vi)  European hare (Lepus europaeus).
For the purpose of the Terrestrial Code, a case is an animal infected with Brucella.

The chapter deals not only with the occurrence of clinical signs caused by infection with Brucella, but
also with the presence of infection with Brucella in the absence of clinical signs.

The following defines infection with Brucella:
a) Brucella has been isolated from identified-in a sample from an animal,

OR

b) positive results to a diagnostic test have been obtained, and there is an epidemiological link to a
case.

When authorising import or transit of commodities listed in this chapter, with the exception of those
listed in Article 8.4.2., Veterinary Authorities should require the conditions prescribed in this chapter

OIE Terrestrial Animal Health Standards Commission/September 2014




relevant to the Brucella infection status of the animal population of the exporting country, zone, herd or
flock.

7) Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
Article 8.4.2.
Safe commodities
When authorising import or transit of the following commodities, Veterinary Authorities should not require
any Brucella-related conditions, regardless of the Brucella infection status of the animal population of the

exporting country:

1) skeletal muscle meat, brain and spinal cord, digestive tract, thymus, thyroid and parathyroid glands
and derived products;

2) cured hides and skins;
3) gelatine, collagen, tallow and meat-and-bone meal.
Article 8.4.3.

Country or zone historically free from infection with Brucella in specified
animal categories

A country or zone may be considered free from infection with Brucella in specified animal categories when:
1) infection with Brucella in animals is a notifiable disease in the entire country;

2) historical freedom in the relevant animal categories has been demonstrated as described in point 1 of
Article 1.4.6.

Article 8.4.4.
Country or zone free from infection with Brucella in bovids without vaccination

1) To qualify as free from infection with Brucella in bovids without vaccination, a country or zone should
satisfy the following requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;

b) no case has been recorded in bovids for at least the past three years;

c) regular testing of all herds has been in place for the past three years; and this testing has
demonstrated that during this period, infection with Brucella was not present in at least 99.8% of

the herds representing at least 99.9% of bovids in the country or zone;

d) regulatory measures have been implemented for the early detection of infection with Brucella in
bovids, including at least the regular submission of samples from abortion cases to diagnostic
laboratories;

e) no bovids have been vaccinated against infection with Brucella for at least the past three years,
and no bovids introduced into the country or zone have been vaccinated in the past three years;

f)  bovids and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.

2) To maintain the status as free from infection with Brucella in bovids without vaccination, a country or
zone should satisfy the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;
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3)

b) a surveillance programme based on regular testing of bovids is in place in the country or zone to
detect infection with Brucella in accordance with Article 1.4.4.;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in bovids without vaccination is not
affected by the occurrence of infection with Brucella in other animal categories or feral or wild animals
provided that effective measures have been implemented to prevent transmission of infection with
Brucella to bovids.

Article 8.4.5.

Country or zone free from infection with Brucella in bovids with wvaccination

1

2)

3)

4)

To qualify as free from infection with Brucella in bovids with vaccination, a country or zone should
satisfy the following requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;
b) no case has been recorded in bovids for at least the past three years;

c) regular testing of all herds has been in place for the past three years; and this testing has
demonstrated that during this period, infection with Brucella was not present in at least 99.8% of
the herds representing at least 99.9% of bovids in the country or zone;

d) regulatory measures have been implemented for the early detection of infection with Brucella in
bovids, including at least the regular submission of samples from abortion cases to diagnostic
laboratories;

e) vaccinated bovids should be permanently identified as such;

f)  bovids and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.

To maintain the status as free from infection with Brucella in bovids with vaccination, a country or zone
should satisfy the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;

b) a surveillance programme based on regular testing of bovids is in place in the country or zone to
detect infection with Brucella in accordance with Article 1.4.4.;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in bovids with vaccination is not affected
by the occurrence of infection with Brucella in other animal categories or feral or wild animals provided
that effective measures have been implemented to prevent transmission of infection with Brucella to
bovids.

The status of a country or zone free from infection with Brucella in bovids with vaccination remains
unchanged for a period of three years after vaccination has ceased, provided that the requirements in
points 1a), 1b) and 1d) to 1f) of Article 8.4.4. are met, at which time this status may be changed to free
from infection with Brucella in bovids without vaccination.
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Article 8.4.6.

Country or zone free from infection with Brucella in sheep and goats without
vaccination

1

2)

3)

To qualify as free from infection with Brucella in sheep and goats without vaccination, a country or
zone should satisfy the following requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;
b) no case has been recorded in sheep and goats for at least the past three years;

c) regular testing of all flocks has been in place for the past three years; and this testing has
demonstrated that during this period, infection with Brucella was not present in at least 99.8% of
the flocks representing at least 99.9% of sheep and goats in the country or zone;

d) regulatory measures have been implemented for the early detection of infection with Brucella in
sheep and goats, including at least the regular submission of samples from abortion cases to
diagnostic laboratories;

e) no sheep and goats have been vaccinated against infection with Brucella for at least the past
three years and no sheep and goats introduced into the country or zone have been vaccinated in
the past three years;

f)  sheep and goats and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.

To maintain the status as free from infection with Brucella in sheep and goats without vaccination, a
country or zone should satisfy the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;

b) a surveillance programme based on regular testing of sheep and goats is in place in the country
or zone to detect infection with Brucella in accordance with Article 1.4.4.;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in sheep and goats without vaccination
is not affected by the occurrence of infection with Brucella in other animal categories or feral or wild
animals provided that effective measures have been implemented to prevent transmission of infection
with Brucella to sheep and goats.

Article 8.4.7.

Country or zone free from infection with Brucella in sheep and goats with
vaccination

1

To qualify as free from infection with Brucella in sheep and goats with vaccination, a country or zone
should satisfy the following requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;
b) no case has been recorded in sheep and goats for at least the past three years;
c) regular testing of all flocks has been in place for the past three years; and this testing has

demonstrated that during this period, infection with Brucella was not present in at least 99.8% of
the flocks representing at least 99.9% of sheep and goats in the country or zone;
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2)

3)

4)

Annex XVIII (contd)

d) regulatory measures have been implemented for the early detection of infection with Brucella in
sheep and goats, including at least the regular submission of samples from abortion cases to
diagnostic laboratories;

e) vaccinated sheep and goats should be permanently identified as such;

f)  sheep and goats and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.

To maintain the status as free from infection with Brucella in sheep and goats with vaccination, a
country or zone should satisfy the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;

b) a surveillance programme based on regular testing of sheep and goats is in place in the country
or zone to detect infection with Brucella in accordance with Article 1.4.4.;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in sheep and goats with vaccination is
not affected by the occurrence of infection with Brucella in other animal categories or feral or wild
animals provided that effective measures have been implemented to prevent transmission of infection
with Brucella to sheep and goats.

The status of a country or zone free from infection with Brucella in sheep and goats with vaccination
remains unchanged for a period of three years after vaccination has ceased, provided that the
requirements in points 1a), 1b) and 1d) to 1f) of Article 8.4.6. are met, at which time this status may be
changed to free from infection with Brucella in sheep and goats without vaccination.

Article 8.4.8.

Country or zone free from infection with Brucella in camelids

1

To qualify as free from infection with Brucella in camelids, a country or zone should satisfy the
following requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;
b) no case has been recorded in camelids for at least the past three years;

c) regular testing of all herds has been in place for the past three years; and this testing has
demonstrated that during this period, infection with Brucella was not present in at least 99.8% of
the herds representing at least 99.9% of camelids in the country or zone;

d) regulatory measures have been implemented for the early detection of infection with Brucella in
camelids, including at least the regular submission of samples of abortion cases to diagnostic
laboratories;

e) no camelids have been vaccinated against infection with Brucella for at least the past three years
and no camelids introduced into the country or zone have been vaccinated in the past three
years;

f)  camelids and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.
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2)

3)

To maintain the status as free from infection with Brucella in camelids, a country or zone should satisfy
the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;

b) a surveillance programme based on regular testing of camelids is in place in the country or zone
to detect infection with Brucella in accordance with Article 1.4.4.;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in camelids is not affected by the
occurrence of infection with Brucella in other animal categories or feral or wild animals provided that
effective measures have been implemented to prevent transmission of infection with Brucella to
camelids.

Article 8.4.9.

Country or zone free from infection with Brucella in cervids

1

2)

3)

To qualify as free from infection with Brucella in cervids, a country or zone should satisfy the following
requirements:

a) infection with Brucella in animals is a notifiable disease in the entire country;

b) no case has been recorded in cervids for at least the past three years;

c) regular testing of all herds has been in place for the past three years; and this testing has
demonstrated that during this period, infection with Brucella was not present in at least 99.8% of
the herds representing at least 99.9% of cervids in the country or zone;

d) regulatory measures have been implemented for the early detection of infection with Brucella in
cervids, including at least the regular submission of samples from abortion cases to diagnostic

laboratories;

€) no cervids have been vaccinated against infection with Brucella for at least the past three years
and no cervids introduced into the country or zone have been vaccinated in the past three years;

f)  cervids and their genetic materials introduced into the country or zone comply with the
recommendations in Articles 8.4.14. and 8.4.16. to 8.4.18.

To maintain the status as free from infection with Brucella in cervids, a country or zone should satisfy
the following requirements:

a) the requirements in points 1a), 1b) and 1d) to 1f) above are met;

b) a surveillance programme based on regular testing of cervids is in place in the country or zone to
detect infection with Brucella in accordance with Article 1.4.4;

c) if the surveillance programme described in b) above has not detected infection with Brucella for
two consecutive years, surveillance may be maintained in accordance with Article 1.4.5.

The country or zone status of free from infection with Brucella in cervids is not affected by the
occurrence of infection with Brucella in other animal categories or feral or wild animals provided that
effective measures have been implemented to prevent transmission of infection with Brucella to
cervids.
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Article 8.4.10.

Herd or flock free from infection with Brucella in bovids, sheep and goats,
camelids or cervids without vaccination

1

2)

To qualify as free from infection with Brucella without vaccination, a herd or flock of bovids, sheep and
goats, camelids or cervids should satisfy the following requirements:

a)

OR

b)

OR

<)

the herd or flock is in a country or zone free from infection with Brucella without vaccination in the
relevant animal category and is certified free without vaccination by the Veterinary Authority;

the herd or flock is in a country or zone free from infection with Brucella with vaccination in the
relevant animal category and is certified free without vaccination by the Veterinary Authority; and
no animal of the herd or flock has been vaccinated in the past three years;

the herd or flock met the following conditions:

i)
i)

i)

iv)

Vi)

infection with Brucella in animals is a notifiable disease in the entire country;

no animal of the relevant category of the herd or flock has been vaccinated in the past three
years;

no case has been detected in the herd or flock for at least the past year;

animals showing clinical signs consistent with infection with Brucella such as abortions have
been subjected to the necessary diagnostic tests with negative results;

for at least the past year, there has been no evidence of infection with Brucella in other
herds or flocks of the same establishment, or measures have been implemented to prevent
any transmission of the infection with Brucella from these other herds or flocks;

two tests have been performed with negative results on all sexually mature animals present
in the herd at the time of testing, the first test being performed not before 3 months after the
slaughter of the last case and the second test at an interval of more than 6 and less than 12
months.

To maintain the free status, the following conditions should be met:

a)

b)

<)

the requirements in points 1a) or 1b) or 1c) i) to v) above are met;

regular tests, at a frequency depending on the prevalence of herd or flock infection in the country
or zone, demonstrate the continuing absence of infection with Brucella;

animals of the relevant category introduced into the herd or flock are accompanied by a certificate
from an Official Veterinarian attesting that they come from:

D)

OR

a country or zone free from infection with Brucella in the relevant category without
vaccination;

a country or zone free from infection with Brucella with vaccination and the animals of the
relevant category have not been vaccinated in the past three years;
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OR

i)

a herd or flock free from infection with Brucella with or without vaccination and that the
animals have not been vaccinated in the past three years and were tested for infection with
Brucella within 30 days prior to shipment with negative results; in the case of post-
parturient females, the test is carried out at least 30 days after giving birth. This test is not
required for sexually immature animals.

Article 8.4.11.

Herd or flock free from infection with Brucella in bovids, sheep and goats with

vaccination

1

2)

To qualify as free from infection with Brucella with vaccination, a herd of bovids or flock of sheep and
goats should satisfy the following requirements:

a)

OR

b)

the herd or flock is in a country or zone free from infection with Brucella with vaccination for the
relevant animal category and is certified free with vaccination by the Veterinary Authority;

the herd or flock met the following conditions:

i)
i)
i)

iv)

v)

Vi)

infection with Brucella in animals is a notifiable disease in the entire country;
vaccinated animals of the relevant categories are permanently identified as such;
no case has been detected in the herd or flock for at least the past year;

animals showing clinical signs consistent with infection with Brucella such as abortions have
been subjected to the necessary diagnostic tests with negative results;

for at least the past year, there has been no evidence of infection with Brucella in other
herds or flocks of the same establishment, or measures have been implemented to prevent
any transmission of the infection with Brucella from these other herds or flocks;

two tests have been performed with negative results on all sexually mature animals present
in the herd at the time of testing, the first test being performed not before 3 months after the
slaughter of the last case and the second test at an interval of more than 6 and less than 12
months.

To maintain the free status, the following conditions should be met:

a)

b)

c)

the requirements in points 1 a) or 1b) i) to v) above are met;

regular tests, at a frequency depending on the prevalence of herd or flock infection in the country
or zone, demonstrate the continuing absence of infection with Brucella;

animals of the relevant category introduced into the herd or flock should be accompanied by a
certificate from an Official Veterinarian attesting that they come from either:

i)

OR

i)

a country or zone free from infection with Brucella in the relevant category with or without
vaccination;

a herd or flock free from infection with Brucella with or without vaccination and that the
animals were tested for infection with Brucella within 30 days prior to shipment with negative
results; in the case of post-parturient females, the test is carried out at least 30 days after
giving birth. This test is not required for sexually immature animals or vaccinated animals
less than 18 months of age.
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Article 8.4.12.
Herd free from infection with Brucella in pigs
1) To qualify as free from infection with Brucella, a herd of pigs should satisfy the following requirements:
a) infection with Brucella in animals is a notifiable disease in the entire country;
b) no case has been detected in the herd for at least the past three years;

c) animals showing clinical signs consistent with infection with Brucella such as abortions or orchitis
have been subjected to the necessary diagnostic tests with negative results;

d) no pigs of the herd have been vaccinated for at least the past three years and no pigs introduced
into the herd have been vaccinated in the past three years;

e) for at least the past three years, there has been no evidence of infection with Brucella in other
herds or flocks of the same establishment, or measures have been implemented to prevent any
transmission of infection with Brucella from these other herds or flocks.

2) To maintain the free status, the following conditions should be met:
a) the requirements in point 1) above are met;

b) animals introduced into the herd are accompanied by a certificate from an Official Veterinarian
attesting that:

i)  they come from a herd free from infection with Brucella;
OR

i) they come from a herd in which a statistically valid sample of the breeding pigs, selected in
accordance with the provisions of Article 1.4.4., was tested within 30 days prior to shipment,
demonstrating the absence of infection with Brucella;

OR
iii) they were tested within 30 days prior to shipment with negative results.
Article 8.4.13.
Recovery of the Brucella infection free status in a country or a zone

Should a case of infection with Brucella in one or more animal categories occur in a free country or zone as
described in Articles 8.4.4. to 8.4.9., the free status may be recovered once the following requirements are
met:

1) all infected animals of the relevant category have been slaughtered or destroyed as soon as infection
with Brucella is confirmed,;

2) an epidemiological investigation has been performed within 60 days of Brueella-infection confirmation
of infection with Brucella in the herd or flock, aiming at identifying the likely source and the distribution
of the infection, and shows that the number of outbreaks is limited and all are epidemiologically linked;
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3) inthe index herd or flock and herds or flocks identified by the epidemiological investigation:
a) whole herd or flock depopulation has been practised; or
b) whole herd or flock depopulation has not been practised, and all remaining sexually mature
animals except castrated males have been tested, with negative results, on three occasions, at
an interval of not less than two months, then a fourth test six months later and a final fifth test a

year later;

nd

)}

c) no animals are moved from the herds or flocks except directly for slaughter until the processes in
point a) or b) above are completed,;

4) cleansing and disinfection procedures have been applied at the end of the slaughter process and
before new animals are introduced.

If these requirements have not been met, the status is not recovered and Articles 8.4.4. to 8.4.9. apply as
relevant.

Article 8.4.14.

Recommendations for the importation of bovids, sheep and goats, camelids or
cervids for breeding or rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the animals of the relevant category:

1) showed no clinical sign of infection with Brucella on the day of shipment;
2) originate from:

a) acountry or zone free from infection with Brucella as relevant;

OR

b) a herd or flock free from infection with Brucella and all sexually mature animals were tested
forinfection with Brucella with negative results within 30 days prior to shipment;

OR
c) aherd or flock not qualified free from infection with Brucella:
i) in which no case has been reported during the year prior to shipment;

ii) the animals were isolated for 30 days prior to shipment and all animals in isolation were
tested for infection with Brucella within that period with negative results; in the case of post-
parturient females, the test was carried out at least 30 days after giving birth.

Article 8.4.15.

Recommendations for the importation of pigs for breeding or rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the pigs:

1) showed no clinical sign of infection with Brucella on the day of shipment;
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2) either
a) originate from a herd free from infection with Brucella;
OR
b) originate from a herd in which a statistically valid sample of the breeding pigs, selected in
accordance with the provisions of Article 1.4.4., was tested within 30 days prior to shipment,
demonstrating the absence of infection with Brucella;

OR

c) were isolated for 30 days prior to shipment and all pigs in isolation were tested for infection with
Brucella within that period with negative results.

Article 8.4.16.
Recommendations for the importation of animals for slaughter

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the animals:

1) showed no clinical sign of infection with Brucella on the day of shipment;
2) originate from a country, zone, herd or flock free from infection with Brucella;
OR
3) are not being culled as part of an eradication programme against Brucella infection and in the case of
sexually mature bovids, sheep and goats, camelids or cervids, were tested for infection with Brucella
with negative results within 30 days prior to shipment.
Article 8.4.17.

Recommendations for the importation of semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor animals showed no clinical sign of infection with Brucella on the day of collection of the
semen;

2) the donor animals were not vaccinated against infection with Brucella and either:
a) were kept in an artificial insemination centre complying with the provisions of Chapter 4.5.;
OR
b) were kept in a herd or flock free from infection with Brucella and tested every six months for
infection with Brucella with negative results, and the semen was collected, processed and stored
in conformity with the provisions of Articles 4.5.3. to 4.5.5. and Articles 4.6.5. to 4.6.7.
Article 8.4.18.

Recommendations for the importation of embryos and-—eeeytes

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:
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1

2)

3)

the donor animals showed no clinical signs of infection with Brucella on the day of collection;

the donor animals were not vaccinated against infection with Brucella in the past three years and
either:

a) were kept in a country or zone free from infection with Brucella, as relevant;
OR

b) were kept in a herd or flock free from infection with Brucella and tested every six months for
infection with Brucella with negative results;

the embryos and-eeeytes were collected, processed and stored in conformity with the provisions of
Chapters 4.7. to 4.9.

Article 8.4.19.

Recommendations for the importation of fresh meat and meat products other than
mentioned in Article 8.4.2.

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the meat and meat products come from animals:

1

2)

which have been subjected to ante-and post-mortem inspections as described in Chapter 6.2.;
which:

a) originate from a country or zone free from infection with Brucella, as relevant;

OR

b) originate from a herd or flock free from infection with Brucella;

OR

¢) have not been culled as part of an eradication programme against infection with Brucella.

Article 8.4.20.

Recommendations for the importation of milk and milk products

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the milk or the milk products:

1

OR

2)

have been derived from animals in a country, zone, herd or flock free from infection with Brucella as
relevant;

were subjected to pasteurisation or any combination of control measures with equivalent performance
as described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.
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Article 8.4.21.
Recommendations for importation of wool and hair

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that these products:

1) have not been derived from animals culled as part of an eradication programme against infection with
Brucella;

OR

2) have been processed to ensure the destruction of Brucella.

—  Text deleted.
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CHAPTER 12.10.

INFECTION WITH BURKHOLDERIA MALLEI
(GLANDERS)

EU comment

The EU in general supports the proposed changes to this chapter. However, some
important comments are inserted in the text below.

Article 12.10.1.
General provisions
Most glanders susceptible animals are equids. Scientific data are not available for the infection in zebras.
Camelids and various carnivores including bears, canids and felids can also be infected but play no
significant epidemiological role. Glanders is a significant zoonotic disease with fatal outcome if not treated in

a timely manner.

For the purpose of the Terrestrial Code, glanders is defined as an infection with Burkholderia mallei in an
equid.

The chapter deals not only with the occurrence of clinical signs caused by B. mallei, but also with the
presence of infection with B. mallei in the absence of clinical signs.

The following defines an infection with B. mallei:

1) B. mallei has been isolated from a sample from an equid; or

2) antigen or genetic material specific to B. mallei has been identified in a sample from an equid showing
clinical or pathological signs consistent with glanders, or epidemiologically linked to a confirmed or
suspected outbreak of glanders, or giving cause for suspicion of previous contact with B. mallei; or

3) antibodies specific to B. mallei have been identified by a testing regime appropriate to the species in a
sample from an equid showing clinical or pathological signs consistent with glanders, or
epidemiologically linked to a confirmed or suspected outbreak of glanders, or giving cause for

suspicion of previous contact with B. mallei.

For the purpose of the Terrestrial Code, the infective period of B. mallei in equids is lifelong and the
incubation period is six months.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 12.10.2.

Country or zone free from B. mallei infection

A country or a zone may be considered free from infection with B. mallei when:

1) glanders is natifiable in the country;

2) either:

a) there has been no outbreak and no evidence of infection with B. mallei in equids during the past
three years following the destruction of the last case; or
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b) no evidence of infection with B. mallei has been found during the past six months following the
destruction of the last case; and there is a surveillance programme in place demonstrating the
absence of infection in accordance with Article 12.10.8.;

and

3) imports of equids into the country or zone are carried out in accordance with this chapter.

EU comment

For reasons of consistency and clarity, the EU suggests ensuring that the details of the
appropriate disease control measures are outlined in both points 2 a) and b) above, in
line with the requirements of point 3 of Article 12.10.3,, as follows:

""a)  there has been no outbreak and no evidence of infection with B. mallei in equids
during the past three years following the destruction and disposal of all infected equids

and epidemiologically linked contacts and the cleansing and disinfection of the
contaminated parts of the affected establishments ef the-last-case; or

b) no evidence of infection with B. mallei has been found during the past six months
following the destruction and disposal of all infected equids and epidemiologically linked
contacts and the cleansing and disinfection of the contaminated parts of the affected
establishments efthe-last-case; and there is a surveillance programme in place
demonstrating the absence of infection in accordance with Article 12.10.8.;"

Furthermore, it should be clarified how obtaining country or zone freedom under option
2 b) is different to the process for recovery of free status (Article 12.10.3) as this is
unclear from the above article as proposed.

Finally, a reference to historical freedom in accordance with Article 1.4. would be
desirable.

Article 12.10.3.
Recovery of free status

When a case is detected in a previously free country or zone, freedom from infection with B. mallei can be
regained after the following have been carried out:

1) a standstill of movements of equids and their germplasm from establishments affected or suspected of
being affected has been imposed until the destruction of the last case;

2) an epidemiological investigation (trace-back, trace-forward), including investigations to determine the
likely source of the outbreak, have been carried out;

3) a stamping-out policy, which includes the destruction of all infected equids and cleansing and
disinfection of the affected establishments, has been applied;

EU comment

To avoid confusion, the EU suggests not referring to *'stamping-out policy' as currently
defined in the glossary, as it would not necessarily be required to kill all susceptible
animals present on affected or contact holdings. Likewise, the term **modified stamping-
out policy" should also not be used. Instead, it would be clearer to outline the steps
taken, as follows:

"'3) astamping-outpeliey. measures which ensure ireludes the destruction and disposal
of all infected equids and epidemiologically linked contacts and the cleansing and
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disinfection of the contaminated parts of the affected establishments, have has been
applied;™

This is an example which shows that the amended definition of *'stamping-out policy" as
proposed in the glossary creates confusion and will not work. Reference is made to the
EU comment on the proposed changes to the definition of *'stamping-out policy' and
""modified stamping-out policy™ in the glossary (Annex V1).

4) increased surveillance in accordance with Article 12.10.8. has been carried out and has not detected
any evidence of infection in the six months after stamping-out;

EU comment

Further to the EU comment on point 3 of this article, the words *stamping-out policy"'
in point 4 above should be replaced by the words "applying the measures described in
point 3"

5) measures are in place to control the movement of equids to prevent the spread of B. mallei.

When the measures above are not carried out, Article 12.10.2. applies.

EU comment

There seems to be a problem of referencing here, as Article 12.10.2. includes the
measures described in the article above (i.e. described in Art. 12.10.2. number 2 point b).

Therefore, the EU suggests making reference to Article 12.10.2. number 1, 2 point a),
and 3 in the point above, as follows:

""When the measures above are not carried out, Article 12.10.2. 1, 2 a) and 3 applies."

Article 12.10.4.

Recommendations for importation of equids from countries or zones free from B.
mallei infection

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the equid:

1) showed no clinical signs of glanders on the day of shipment;
2) either was kept for six months prior to shipment, or since birth, in the exporting country or zone; or

3) was kept in an establishment in the exporting country for at least 30 days and was subjected to a
prescribed test with negative result on a sample taken during the 10 days prior to shipment.

Article 12.10.5.

Recommendations for importation of equids from countries or zones considered
infected with B. mallei

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the equid:

1) showed no clinical signs of glanders on the day of shipment;

2) was kept for six months prior to shipment, or since birth, in an establishment where no case of
glanders was reported during the six months prior to shipment;

3) was subjected to a prescribed test, with negative result on a sample taken during the 30 days prior to
shipment.
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Article 12.10.6.

Recommendations for the importation of equine semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1

2)

the donor animals:
a) showed no clinical signs of glanders on the day of collection and for the following 21 days;
b) were kept continuously:

i)  either for a period of at least 21 days prior to, and for until at least 21 days after, the
collection in a country or a zone free from infection with B. mallei, or

ii) for at least six months prior to the collection of the semen and during the collection in an
establishment or artificial insemination centre free from infection with B. mallei and were
subjected to a prescribed test, with a negative result on a sample taken between 21 and
30 days before the collection, or in the case of frozen semen between 21 and 30 days after
the collection;

the semen was collected, processed and stored in accordance with the recommendations in
Chapter 4.5.

Article 12.10.7.

Recommendations for the importation of in vivo derived equine embryos

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor animals:
a) showed no clinical signs of glanders on the day of collection and for the following 21 days;
b) were kept continuously:
i) either for a period of at least 21 days before, and for until at least 21 days after, the day of
collection of the embryos in a country or a zone free from infection with B. mallei, or
i) for at least six months prior to the collection and during the collection in an establishment
free from infection with B. mallei and were subjected to a prescribed test, with a negative
result on a sample taken between 21 and 30 days before the collection, or in the case of
frozen embryos, between 21 and 30 days after the collection;
2) the embryos were collected, processed and stored in accordance with the recommendations in
Chapters 4.7. and 4.9., as relevant;
3) semen used to fertilise the oocytes complies with the recommendations in Article 12.10.6.
Article 12.10.8.
Surveillance

The purpose of surveillance is to determine the status of a country or a zone with respect to infection with
B. mallei.

Populations of captive wild, feral and wild equids should be included in the surveillance programme, for
example through road kill or population control measures.
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Clinical surveillance aims at detecting signs of glanders by close physical examination of susceptible
animals. Clinical inspection is an important component of surveillance contributing to the desired level of
confidence of detection of disease, if a sufficiently large number of clinically susceptible animals is
examined.

Systematic pathological surveillance is an effective approach for glanders and should be conducted on
dead equids on farm, at slaughterhouses/abattoirs and establishments for the disposal of carcasses of
equids. Suspicious pathological findings should be confirmed by agent identification and isolates should be
typed.

When conducting serological surveillance repeated testing of the equine population is necessary to reach
an acceptable level of confidence.

Clinical examination and laboratory testing should be applied to clarify the status of suspects detected by
either of these complementary diagnostic approaches. Laboratory testing and necropsy may contribute to
confirm clinical suspicion, while clinical examination may contribute to confirmation of positive serology.
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Annex XIX

CHAPTER 10.4.

INFECTION WITH AVIAN INFLUENZA VIRUSES

EU comment

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

Article 10.4.1.

General provisions

1)

2)

3)

4)

5)

6)

7)

For the purposes of the Terrestrial Code, avian influenza is defined as an infection of poultry caused
by any influenza A virus of the H5 or H7 subtypes or by any influenza A virus with an intravenous
pathogenicity index (IVPI) greater than 1.2 (or as an alternative at least 75% mortality) as described
below. These viruses are divided into high pathogenicity avian influenza viruses and low pathogenicity
avian influenza viruses:

a) high pathogenicity avian influenza viruses have an IVPI in six-week-old chickens greater than 1.2
or, as an alternative, cause at least 75% mortality in four-to eight-week-old chickens infected
intravenously. H5 and H7 viruses which do not have an IVPI of greater than 1.2 or cause less
than 75% mortality in an intravenous lethality test should be sequenced to determine whether
multiple basic amino acids are present at the cleavage site of the haemagglutinin molecule (HAO);
if the amino acid motif is similar to that observed for other high pathogenicity avian influenza
isolates, the isolate being tested should be considered as high pathogenicity avian influenza
virus;

b) low pathogenicity avian influenza viruses are all influenza A viruses of H5 and H7 subtypes that
are not high pathogenicity avian influenza viruses.

The following defines the occurrence of infection with an avian influenza virus: the virus has been
isolated and identified as such or specific viral ribonucleic acid has been detected in poultry or a
product derived from poultry.

Poultry is defined as ‘all domesticated birds, including backyard poultry, used for the production of
meat or eggs for consumption, for the production of other commercial products, for restocking supplies
of game, or for breeding these categories of birds, as well as fighting cocks used for any purpose’.

Birds that are kept in captivity for any reason other than those reasons referred to in the preceding
paragraph, including those that are kept for shows, races, exhibitions, competitions or for breeding or
selling these categories of birds as well as pet birds, are not considered to be poultry.

For the purposes of the Terrestrial Code, the incubation period for avian influenza shall be 21 days.

This chapter deals not only with the occurrence of clinical signs caused by avian influenza, but also
with the presence of infection with avian influenza viruses in the absence of clinical signs.

Antibodies against H5 or H7 subtype, which have been detected in poultry and are not a consequence
of vaccination, should be immediately investigated. In the case of isolated serological positive results,
infection with avian influenza viruses may be ruled out on the basis of a thorough epidemiological and
laboratory investigation that does not demonstrate further evidence of such an infection.

For the purposes of the Terrestrial Code, ‘avian influenza free establishment’ means an establishment
in which the poultry have shown no evidence of infection with avian influenza viruses, based on
surveillance in accordance with Articles 10.4.27. to 10.4.33.

OIE Terrestrial Animal Health Standards Commission/September 2014




8) Infection with influenza A viruses of high pathogenicity in birds other than poultry, including wild birds,
should be notified according to Article 1.1.3. However, a Member Country should not impose bans on
the trade in poultry and poultry commodities in response to such a notification, or other information on
the presence of any influenza A virus in birds other than poultry, including wild birds.

9) Standards for diagnostic tests, including pathogenicity testing, are described in the Terrestrial Manual.
Any vaccine used should comply with the standards described in the Terrestrial Manual.

Article 10.4.2.

Determination of the avian influenza status of a country, zone or compartment

The avian influenza status of a country, a zone or a compartment can be determined on the basis of the
following criteria:

1) avian influenza is notifiable in the whole country, an ongoing avian influenza awareness programme is
in place, and all notified suspect occurrences of avian influenza are subjected to field and, where
applicable, laboratory investigations;

2) appropriate surveillance is in place to demonstrate the presence of infection in the absence of clinical
signs in poultry, and the risk posed by birds other than poultry; this may be achieved through an avian
influenza surveillance programme in accordance with Articles 10.4.27. to 10.4.33;;

3) consideration of all epidemiological factors for avian influenza occurrence and their historical
perspective.

Article 10.4.3.

Country, zone or compartment free from avian influenza

A country, zone or compartment may be considered free from avian influenza when it has been shown that
infection with avian influenza viruses in poultry has not been present in the country, zone or compartment
for the past 12 months, based on surveillance in accordance with Articles 10.4.27. to 10.4.33.

If infection has occurred in poultry in a previously free country, zone or compartment, avian influenza free
status can be regained:

1) Inthe case of infections with high pathogenicity avian influenza viruses, three months after a stamping-
out policy (including disinfection of all affected establishments) is applied, providing that surveillance in
accordance with Articles 10.4.27. to 10.4.33. has been carried out during that three-month period.

2) In the case of infections with low pathogenicity avian influenza viruses, poultry may be kept for
slaughter for human consumption subject to conditions specified in Article 10.4.19. or a stamping-out
policy may be applied; in either case, three months after the disinfection of all affected establishments,
providing that surveillance in accordance with Articles 10.4.27. to 10.4.33. has been carried out during
that three-month period.

Article 10.4.4.

Country, zone or compartment free from infection with high pathogenicity avian
influenza viruses in poultry

A country, zone or compartment may be considered free from infection with high pathogenicity avian
influenza viruses in poultry when:

1) it has been shown that infection with high pathogenicity avian influenza viruses in poultry has not been
present in the country, zone or compartment for the past 12 months, although its status with respect to
low pathogenicity avian influenza viruses may be unknown; or

2) when, based on surveillance in accordance with Articles 10.4.27. to 10.4.33., it does not meet the

criteria for freedom from avian influenza but any virus detected has not been identified as high
pathogenicity avian influenza virus.
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The surveillance may need to be adapted to parts of the country or existing zones or compartments
depending on historical or geographical factors, industry structure, population data, or proximity to recent
outbreaks.

If infection has occurred in poultry in a previously free country, zone or compartment, the free status can be
regained three months after a stamping-out policy (including disinfection of all affected establishments) is
applied, providing that surveillance in accordance with Articles 10.4.27. to 10.4.33. has been carried out
during that three-month period.

Article 10.4.5.

Recommendations for importation from a country, zone or compartment free from
avian influenza

For live poultry (other than day-old poultry)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the poultry showed no clinical sign of avian influenza on the day of shipment;

2) the poultry were kept in an avian influenza free country, zone or compartment since they were hatched
or for at least the past 21 days;

3) the poultry are transported in new or appropriately sanitized containers.

If the poultry have been vaccinated against avian influenza, the nature of the vaccine used and the date of
vaccination should be attached to the certificate.

Article 10.4.6.

Recommendations for the importation of live birds other than poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) on the day of shipment, the birds showed no clinical sign of infection with a virus which would be
considered avian influenza in poultry;

2) the birds were kept in isolation approved by the Veterinary Services since they were hatched or for at
least 21 days prior to shipment and showed no clinical sign of infection with a virus which would be
considered avian influenza in poultry during the isolation period;

3) a statistically valid sample of the birds, selected in accordance with the provisions of Article 10.4.29.,
was subjected to a diagnostic test within 14 days prior to shipment to demonstrate freedom from
infection with a virus which would be considered avian influenza in poultry;

4) the birds are transported in new or appropriately sanitized containers.

If the birds have been vaccinated against avian influenza, the nature of the vaccine used and the date of
vaccination should be attached to the certificate.

Article 10.4.7.

Recommendations for importation from a country, zone or compartment free from
avian influenza

For day-old live poultry
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the poultry were kept in an avian influenza free country, zone or compartment since they were
hatched;

2) the poultry were derived from parent flocks which had been kept in an avian influenza free country,
zone or compartment for at least 21 days prior to and at the time of the collection of the eggs;

3) the poultry are transported in new or appropriately sanitized containers.

If the poultry or the parent flocks have been vaccinated against avian influenza, the nature of the vaccine
used and the date of vaccination should be attached to the certificate.

Article 10.4.8.

Recommendations for importation from a country, zone or compartment free from
infection with high pathogenicity avian influenza viruses in poultry

For day-old live poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the poultry were kept in a country, zone or compartment free from infection with high pathogenicity
avian influenza viruses in poultry since they were hatched;

2) the poultry were derived from parent flocks which had been kept in an avian influenza free
establishment for at least 21 days prior to and at the time of the collection of the eggs;

3) the poultry are transported in new or appropriately sanitized containers.

If the poultry or the parent flocks have been vaccinated against avian influenza, the nature of the vaccine
used and the date of vaccination should be attached to the certificate.

Article 10.4.9.
Recommendations for the importation of day-old live birds other than poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) on the day of shipment, the birds showed no clinical sign of infection with a virus which would be
considered avian influenza in poultry;

2) the birds were hatched and kept in isolation approved by the Veterinary Services;

3) the parent flock birds were subjected to a diagnostic test at the time of the collection of the eggs to
demonstrate freedom from infection with a virus which would be considered avian influenza in poultry;

4)  the birds are transported in new or appropriately sanitized containers.

If the birds or parent flocks have been vaccinated against avian influenza, the nature of the vaccine used
and the date of vaccination should be attached to the certificate.

Article 10.4.10.

Recommendations for importation from a country, zone or compartment free from
avian influenza

For hatching eggs of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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1) the eggs came from an avian influenza free country, zone or compartment;

2) the eggs were derived from parent flocks which had been kept in an avian influenza free country, zone
or compartment for at least 21 days prior to and at the time of the collection of the eggs;

3) the eggs are transported in new or appropriately sanitized packaging materials.

If the parent flocks have been vaccinated against avian influenza, the nature of the vaccine used and the
date of vaccination should be attached to the certificate.

Article 10.4.11.

Recommendations for importation from a country, zone or compartment free from
infection with high pathogenicity avian influenza viruses in poultry

For hatching eqgs of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the eggs came from a country, zone or compartment free from infection with high pathogenicity avian
influenza viruses in poultry;

2) the eggs were derived from parent flocks which had been kept in an avian influenza free establishment
for at least 21 days prior to and at the time of the collection of the eggs;

3) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
4) the eggs are transported in new or appropriately sanitized packaging materials.

If the parent flocks have been vaccinated against avian influenza, the nature of the vaccine used and the
date of vaccination should be attached to the certificate.

Article 10.4.12.

Recommendations for the importation of hatching eggs from birds other than
poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) the parent flock birds were subjected to a diagnostic test seven days prior to and at the time of the
collection of the eggs to demonstrate freedom from infection with a virus which would be considered
avian influenza in poultry;

2) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);

3) the eggs are transported in new or appropriately sanitized packaging materials.

If the parent flocks have been vaccinated against avian influenza, the nature of the vaccine used and the
date of vaccination should be attached to the certificate.

Article 10.4.13.

Recommendations for importation from a country, zone or compartment free from
avian influenza

For eggs for human consumption
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

Annex XIX (contd)

1) the eggs were produced and packed in an avian influenza free country, zone or compartment;
2) the eggs are transported in new or appropriately sanitized packaging materials.
Article 10.4.14.

Recommendations for importation from a country, zone or compartment free from
infection with high pathogenicity avian influenza viruses in poultry

For eggs for human consumption

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the eggs were produced and packed in a country, zone or compartment free from infection with high
pathogenicity avian influenza viruses in poultry;
2) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
3) the eggs are transported in new or appropriately sanitized packaging materials.
Article 10.4.15.

Recommendations for importation of egg products of poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:
1) the commodity is derived from eggs which meet the requirements of Articles 10.4.13. or 10.4.14.; or

2) the commodity has been processed to ensure the destruction of avian influenza virus in accordance
with Article 10.4.25.;

AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of avian
influenza virus.

Article 10.4.16.

Recommendations for importation from a country, zone or compartment free from
avian influenza

For poultry semen

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the donor poultry:

1) showed no clinical sign of avian influenza on the day of semen collection;

2) were kept in an avian influenza free country, zone or compartment for at least 21 days prior to and at
the time of semen collection.

Article 10.4.17.

Recommendations for the importation from a country, zone or compartment free
from infection with high pathogenicity avian influenza viruses in poultry

For poultry semen
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the donor poultry:

1) showed no clinical sign of infection with high pathogenicity avian influenza viruses in poultry on the day
of semen collection;

2) were kept in a country, zone or compartment free from infection with high pathogenicity avian influenza
viruses in poultry for at least 21 days prior to and at the time of semen collection.

Article 10.4.18.
Recommendations for the importation of semen of birds other than poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that the donor birds:

1) were kept in isolation approved by the Veterinary Services for at least 21 days prior to semen
collection;

2) showed no clinical sign of infection with a virus which would be considered avian influenza in poultry
during the isolation period;

3) were tested within 14 days prior to semen collection and shown to be free from infection with a virus
which would be considered avian influenza in poultry.

Article 10.4.19.

Recommendations for importation from a country, zone or compartment free from
avian influenza or free from infection with high pathogenicity avian influenza
viruses in poultry

For fresh meat of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the entire consignment of fresh meat comes from poultry:

1) which have been kept in a country, zone or compartment free from infection with high pathogenicity
avian influenza viruses in poultry since they were hatched or for at least the past 21 days;

2) which have been slaughtered in an approved abattoir in a country, zone or compartment free from
infection with high pathogenicity avian influenza viruses in poultry and have been subjected to ante-
and post-mortem inspections in accordance with Chapter 6.2. and have been found free of any signs
suggestive of avian influenza.

Article 10.4.20.
Recommendations for the importation of meat products of poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) the commodity is derived from fresh meat which meets the requirements of Article 10.4.19.; or

2) the commodity has been processed to ensure the destruction of avian influenza virus in accordance
with Article 10.4.26.;
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AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of avian
influenza virus.

Article 10.4.21.

Recommendations for the importation of products of poultry origin, other than
feather meal and poultry meal, intended for wuse in animal feeding, or for
agricultural or industrial use

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities were processed in an avian influenza free country, zone or compartment from
poultry which were kept in an avian influenza free country, zone or compartment from the time they
were hatched until the time of slaughter or for at least the 21 days preceding slaughter; or

2) these commodities have been processed to ensure the destruction of avian influenza virus using;
a) moist heat treatment for 30 minutes at 56°C; or
b) any equivalent treatment which has been demonstrated to inactivate avian influenza virus;
AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of avian
influenza virus.

Article 10.4.22.

Recommendations for the importation of feathers and down of poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities originated from poultry as described in Article 10.4.19. and were processed in an
avian influenza free country, zone or compartment; or

2) these commodities have been processed to ensure the destruction of avian influenza virus using one
of the following:

a) washed and steam-dried at 100°C for 30 minutes;

b) fumigation with formalin (10% formaldehyde) for 8 hours;

c) irradiation with a dose of 20 kGy;

d) any equivalent treatment which has been demonstrated to inactivate avian influenza virus;
AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of avian
influenza virus.
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Article 10.4.23.

Recommendations for the importation of feathers and down of birds other than
poultry

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities have been processed to ensure the destruction of any virus which would be
considered avian influenza in poultry using one of the following:

a) washed and steam-dried at 100°C for 30 minutes;

b) fumigation with formalin (10% formaldehyde) for 8 hours;

c) irradiation with a dose of 20 kGy;

d) any equivalent treatment which has been demonstrated to inactivate avian influenza virus;

2) the necessary precautions were taken to avoid contact of the commodity with any source of viruses
which would be considered avian influenza in poultry.

Article 10.4.24.
Recommendations for the importation of feather meal and poultry meal

Regardless of the avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities were processed in an avian influenza free country, zone or compartment from
poultry which were kept in an avian influenza free country, zone or compartment from the time they
were hatched until the time of slaughter or for at least the 21 days preceding slaughter; or

2) these commodities have been processed either:

a) with moist heat at a minimum temperature of 118°C for minimum of 40 minutes; or

b) with a continuous hydrolysing process under at least 3.79 bar of pressure with steam at a
minimum temperature of 122°C for a minimum of 15 minutes; or

c) with an alternative rendering process that ensures that the internal temperature throughout the
product reaches at least 74°C;

AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of avian
influenza viruses.

Article 10.4.25.

Procedures for the inactivation of avian influenza viruses in eggs and egg
products

The following times for industry standard temperatures are suitable for the inactivation of avian influenza
viruses present in eggs and egg products:
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| H Core temperature (°C) H Time ‘
Whole egg 60 188 seconds
|Who|e egg blends H 60 H 188 seconds ‘
Whole egg blends 61.1 94 seconds

Liquid egg white 55.6 870 seconds

Liquid egg white 56.7 232 seconds

10% salted yolk 62.2 138 seconds

Dried egg white 67 20 hours

Dried egg white 54.4 513 hours

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented,
variances from these times and temperatures may also be suitable when they achieve the inactivation of
the virus.

Article 10.4.26.

Procedures for the inactivation of avian influenza viruses in meat

The following times for industry standard temperatures are suitable for the inactivation of avian influenza
viruses

Core temperature (°C) Time
Poultry meat 60.0 507 seconds
65.0 42 seconds
70.0 3.5 seconds
73.9 0.51 second

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented,
variances from these times and temperatures may also be suitable when they achieve the inactivation of
the virus.

Article 10.4.27.
Introduction to surveillance

Articles 10.4.27. to 10.4.33. define the principles and provide a guide on the surveillance for avian influenza
complementary to Chapter 1.4., applicable to Member Countries seeking to determine their avian influenza
status. This may be for the entire country, zone or compartment. Guidance for Member Countries seeking
free status following an outbreak and for the maintenance of avian influenza status is also provided.

The presence of influenza A viruses in wild birds creates a particular problem. In essence, no Member
Country can declare itself free from influenza A in wild birds. However, the definition of avian influenza in
this chapter refers to the infection in poultry only, and Articles 10.4.27. to 10.4.33. were developed under
this definition.
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The impact and epidemiology of avian influenza differ widely in different regions of the world and therefore it
is impossible to provide specific recommendations for all situations. Surveillance strategies employed for
demonstrating freedom from avian influenza at an acceptable level of confidence should be adapted to the
local situation. Variables such as the frequency of contacts of poultry with wild birds, different biosecurity
levels and production systems and the commingling of different susceptible species including domestic
waterfowl require specific surveillance strategies to address each specific situation. It is incumbent upon the
Member Country to provide scientific data that explains the epidemiology of avian influenza in the region
concerned and also demonstrates how all the risk factors are managed. There is therefore considerable
latitude available to Member Countries to provide a well-reasoned argument to prove that absence of
infection with avian influenza viruses is assured at an acceptable level of confidence.

Surveillance for avian influenza should be in the form of a continuing programme designed to establish that
the country, zone or compartment, for which application is made, is free from infection with avian influenza
viruses.

Article 10.4.28.

General conditions and methods for surveillance

1) A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the
Veterinary Authority. In particular:

a) aformal and ongoing system for detecting and investigating outbreaks of disease or infection with
avian influenza viruses should be in place;

b) a procedure should be in place for the rapid collection and transport of samples from suspect
cases of avian influenza to a laboratory for avian influenza diagnosis;

c) a system for recording, managing and analysing diagnostic and surveillance data should be in
place.

2) The avian influenza surveillance programme should:

a) include an early warning system throughout the production, marketing and processing chain for
reporting suspicious cases. Farmers and workers, who have day-to-day contact with poultry, as
well as diagnosticians, should report promptly any suspicion of avian influenza to the Veterinary
Authority. They should be supported directly or indirectly (e.g. through private veterinarians or
veterinary para-professionals) by government information programmes and the Veterinary
Authority. All suspected cases of avian influenza should be investigated immediately. As
suspicion cannot always be resolved by epidemiological and clinical investigation alone, samples
should be taken and submitted to a laboratory for appropriate tests. This requires that sampling
kits and other equipment are available for those responsible for surveillance. Personnel
responsible for surveillance should be able to call for assistance from a team with expertise in
avian influenza diagnosis and control. In cases where potential public health implications are
suspected, notification to the appropriate public health authorities is essential;

b) implement, when relevant, regular and frequent clinical inspection and serological and virological
testing of high-risk groups of animals, such as those adjacent to an avian influenza infected
country or zone, places where birds and poultry of different origins are mixed, such as live bird
markets, poultry in close proximity to waterfowl or other potential sources of influenza A viruses.

An effective surveillance system will periodically identify suspicious cases that require follow-up and
investigation to confirm or exclude that the cause of the condition is influenza A viruses. The rate at which
such suspicious cases are likely to occur will differ between epidemiological situations and cannot therefore
be predicted reliably. Documentation for freedom from infection with avian influenza viruses should, in
consequence, provide details of the occurrence of suspicious cases and how they were investigated and
dealt with. This should include the results of laboratory testing and the control measures to which the
animals concerned were subjected during the investigation (quarantine, movement stand-still orders, etc.).
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Article 10.4.29.

Surveillance strategies

1.

Introduction

The target population for surveillance aimed at identification of disease and infection should cover all
the susceptible poultry species within the country, zone or compartment. Active and passive
surveillance for avian influenza should be ongmng—?he—trequeney—e%aetwe—suweq#anee—she&ﬂd—be—a{
least—every—six-meonths, with th tiv urveillan riat

epidemiological situation in the countrv. Surveillance should be composed of random and targeted
approaches using molecular, virological, serological and clinical methods.

The strategy employed may be based on randomised sampling requiring surveillance consistent with
demonstrating the absence of infection with avian influenza viruses at an acceptable level of
confidence. Random surveillance is conducted using serological tests. Positive serological results
should be followed up with molecular or virological methods.

Targeted surveillance (e.g. based on the increased likelihood of infection in particular localities or
species) may be an appropriate strategy. Virological and serological methods should be used
concurrently to define the avian influenza status of high risk populations.

A Member Country should justify the surveillance strategy chosen as adequate to detect the presence
of infection with avian influenza viruses in accordance with Chapter 1.4. and the prevailing
epidemiological situation, including cases of high pathogenicity influenza A detected in any birds. It
may, for example, be appropriate to target clinical surveillance at particular species likely to exhibit
clear clinical signs (e.g. chickens). Similarly, virological and serological testing could be targeted to
species that may not show clinical signs (e.g. ducks).

If a Member Country wishes to declare freedom from infection with avian influenza viruses in a specific
zone or compartment, the design of the survey and the basis for the sampling process would need to
be aimed at the population within the zone or compartment.

For random surveys, the design of the sampling strategy should incorporate epidemiologically
appropriate design prevalence. The sample size selected for testing should be large enough to detect
infection if it were to occur at a predetermined minimum rate. The sample size and expected disease
prevalence determine the level of confidence in the results of the survey. The Member Country should
justify the choice of design prevalence and confidence level based on the objectives of surveillance
and the epidemiological situation, in accordance with Chapter 1.4. Selection of the design
prevalence in particular should be clearly based on the prevailing or historical epidemiological situation.

Irrespective of the survey approach selected, the sensitivity and specificity of the diagnostic tests
employed are key factors in the design, sample size determination and interpretation of the results
obtained. Ideally, the sensitivity and specificity of the tests used should be validated for the vaccination
and infection history and the different species in the target population.

Irrespective of the testing system employed, surveillance system design should anticipate the
occurrence of false positive reactions. If the characteristics of the testing system are known, the rate at
which these false positives are likely to occur can be calculated in advance. There should be an
effective procedure for following up positives to ultimately determine with a high level of confidence,
whether they are indicative of infection or not. This should involve both supplementary tests and follow-
up investigation to collect diagnostic material from the original sampling unit as well as flocks which
may be epidemiologically linked to it.

The principles involved in surveillance for disease and infection are technically well defined. The
design of surveillance programmes to prove the absence of infection with, or circulation of, avian
influenza viruses should be carefully followed to avoid producing results that are either insufficiently
reliable, or excessively costly and logistically complicated. The design of any surveillance programme,
therefore, requires inputs from professionals competent and experienced in this field.
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2. Clinical surveillance

Clinical surveillance aims at the detection of clinical signs of avian influenza at the flock level. Whereas
significant emphasis is placed on the diagnostic value of mass serological screening, surveillance
based on clinical inspection should not be underrated. Monitoring of production parameters, such as
increased mortality, reduced feed and water consumption, presence of clinical signs of a respiratory
disease or a drop in egg production, is important for the early detection of infection with avian influenza
viruses. In some cases, the only indication of infection with low pathogenicity avian influenza virus may
be a drop in feed consumption or egg production.

Clinical surveillance and laboratory testing should always be applied in series to clarify the status of
avian influenza suspects detected by either of these complementary diagnostic approaches.
Laboratory testing may confirm clinical suspicion, while clinical surveillance may contribute to
confirmation of positive serology. Any sampling unit within which suspicious animals are detected
should have restrictions imposed upon it until avian influenza infection is ruled out.

Identification of suspect flocks is vital to the identification of sources of avian influenza viruses and to
enable the molecular, antigenic and other biological characteristics of the virus to be determined. It is
essential that avian influenza virus isolates are sent regularly to the regional Reference Laboratory for
genetic and antigenic characterisation.

3. Virological surveillance

Virological surveillance should be conducted:
a) to monitor at risk populations;

b) to confirm clinically suspect cases;

c) to follow up positive serological results;

d) to test ‘normal’ daily mortality, to ensure early detection of infection in the face of vaccination or in
establishments epidemiologically linked to an outbreak.

4. Serological surveillance

Serological surveillance aims at the detection of antibodies against avian influenza virus. Positive
avian influenza viruses antibody test results can have four possible causes:

a) natural infection with avian influenza viruses;
b) vaccination against avian influenza;

c) maternal antibodies derived from a vaccinated or infected parent flock are usually found in the
yolk and can persist in progeny for up to four weeks;

d) lack of specificity of the test.

It may be possible to use serum collected for other survey purposes for avian influenza surveillance.
However, the principles of survey design described in these recommendations and the requirement for
a statistically valid survey for the presence of avian influenza viruses should not be compromised.

The discovery of clusters of seropositive flocks may reflect any of a series of events, including but not
limited to the demographics of the population sampled, vaccinal exposure or infection. As clustering
may signal infection, the investigation of all instances should be incorporated in the survey design.
Clustering of positive flocks is always epidemiologically significant and therefore should be
investigated.

If vaccination cannot be excluded as the cause of positive serological reactions, diagnostic methods to
differentiate antibodies due to infection or vaccination should be employed.
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The results of random or targeted serological surveys are important in providing reliable evidence that
no infection with avian influenza viruses is present in a country, zone or compartment. It is therefore
essential that the survey be thoroughly documented.

Virological and serological surveillance in vaccinated populations

The surveillance strategy is dependent on the type of vaccine used. The protection against influenza A
virus is haemagglutinin subtype specific. Therefore, two broad vaccination strategies exist: 1)
inactivated whole viruses, and 2) haemagglutinin expression-based vaccines.

In the case of vaccinated populations, the surveillance strategy should be based on virological or
serological methods and clinical surveillance. It may be appropriate to use sentinel birds for this
purpose. These birds should be unvaccinated, virus antibody free birds and clearly and permanently
identified. Sentinel birds should be used only if no appropriate laboratory procedures are available.
The interpretation of serological results in the presence of vaccination is described in Article 10.4.33.

Article 10.4.30.

Documentation of freedom from avian influenza or freedom from infection with
high pathogenicity avian influenza viruses in poultry

1.

Additional surveillance requirements for Member Countries declaring freedom of the country, zone or
compartment from avian influenza or from infection with high pathogenicity avian influenza viruses in
poultry

In addition to the general conditions described in above mentioned articles, a Member Country
declaring freedom of the entire country, or a zone or a compartment from avian influenza or from
infection with high pathogenicity avian influenza viruses in poultry should provide evidence for the
existence of an effective surveillance programme.

The strategy and design of the surveillance programme depend on the prevailing epidemiological
circumstances and should be planned and implemented according to general conditions and methods
described in this chapter, to demonstrate absence of infection with avian influenza viruses or with high
pathogenicity avian influenza viruses, during the preceding 12 months in susceptible poultry
populations (vaccinated and non-vaccinated). This requires the support of a laboratory able to
undertake identification of infection with avian influenza viruses through virus detection and antibody
tests. This surveillance may be targeted to poultry population at specific risks linked to the types of
production, possible direct or indirect contact with wild birds, multi-age flocks, local trade patterns
including live bird markets, use of possibly contaminated surface water, and the presence of more than
one species on the holding and poor biosecurity measures in place.

Additional requirements for countries, zones or compartments that practise vaccination

Vaccination to prevent the transmission of high pathogenicity avian influenza virus may be part of a
disease control programme. The level of flock immunity required to prevent transmission depends on
the flock size, composition (e.g. species) and density of the susceptible poultry population. It is
therefore impossible to be prescriptive. Based on the epidemiology of avian influenza in the country,
zone or compartment, it may be that a decision is reached to vaccinate only certain species or other
poultry subpopulations.

In all vaccinated flocks there is a need to perform virological and serological tests to ensure the
absence of virus circulation. The use of sentinel poultry may provide further confidence of the absence
of virus circulation. The tests have to be repeated at least every six months or at shorter intervals
according to the risk in the country, zone or compartment.

Evidence to show the effectiveness of the vaccination programme should also be provided.
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Article 10.4.31.

Additional surveillance requirements for countries, zones or compartments
declaring that they have regained freedom from avian influenza or from
infection with high pathogenicity avian influenza viruses in poultry following
an outbreak

In addition to the general conditions described in the above-mentioned articles, a Member Country
declaring that it has regained country, zone or compartment freedom from avian influenza or from infection
with high pathogenicity avian influenza viruses in poultry should show evidence of an active surveillance
programme depending on the epidemiological circumstances of the outbreak to demonstrate the absence of
the infection. This will require surveillance incorporating virus detection and antibody tests. The use of
sentinel birds may facilitate the interpretation of surveillance results.

A Member Country declaring freedom of country, zone or compartment after an outbreak of avian influenza
should report the results of an active surveillance programme in which the susceptible poultry population
undergoes regular clinical examination and active surveillance planned and implemented according to the
general conditions and methods described in these recommendations. The surveillance should at least give
the confidence that can be given by a randomised representative sample of the populations at risk.

Article 10.4.32.

Additional surveillance requirements for avian influenza free establishments

The declaration of avian influenza free establishments requires the demonstration of absence of infection
with avian influenza viruses. Birds in these establishments should be randomly tested using virus detection
or isolation tests, and serological methods, following the general conditions of these recommendations. The
frequency of testing should be based on the risk of infection and at a maximum interval of 21 days.

Article 10.4.33.

The use and interpretation of serological and virus detection tests

Poultry infected with avian influenza virus produce antibodies against haemagglutinin (HA), neuraminidase
(NA), nonstructural proteins (NSPs), nucleoprotein/matrix (NP/M) and the polymerase complex proteins.
Detection of antibodies against the polymerase complex proteins is not covered in this chapter. Tests for
NP/M antibodies include direct and blocking ELISA, and agar gel immunodiffusion (AGID) tests. Tests for
antibodies against NA include the neuraminidase inhibition (NI), indirect fluorescent antibody and direct and
blocking ELISA tests. For the HA, antibodies are detected in haemagglutination inhibition (HI), ELISA and
neutralisation (SN) tests. The HI test is reliable in avian species but not in mammals. The SN test can be
used to detect subtype specific antibodies against the haemagglutinin and is the preferred test for mammals
and some avian species. The AGID test is reliable for detection of NP/M antibodies in chickens and turkeys,
but not in other avian species. As an alternative, blocking ELISA tests have been developed to detect NP/M
antibodies in all avian species.

EU comment
The EU suggests adding the following sentence at the end of the paragraph above:

""Negative test results of rapid antigen assays do not rule out avian influenza with
sufficient sensitivity."".

Indeed, that principle, while described in point 2 of Article 10.4.33. below, should be
clarified here to avoid any misconceptions and to contribute to the proper evaluation of
available tests.

The HI and NI tests can be used to subtype influenza A viruses into 16 haemagglutinin and 9
neuraminidase subtypes. Such information is helpful for epidemiological investigations and in categorization
of influenza A viruses.
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Poultry can be vaccinated with a variety of influenza A vaccines including inactivated whole virus vaccines,
and haemagglutinin expression-based vaccines. Antibodies against the haemagglutinin confer subtype
specific protection. Various strategies can be used to differentiate vaccinated from infected birds including
serosurveillance in unvaccinated sentinel birds or specific serological tests in the vaccinated birds.

Influenza A virus infection of unvaccinated birds including sentinels is detected by antibodies against the
NP/M, subtype specific HA or NA proteins, or NSP. Poultry vaccinated with inactivated whole virus vaccines
containing a virus of the same H sub-type but with a different neuraminidase may be tested for field
exposure by applying serological tests directed to the detection of antibodies against the NA of the field
virus. For example, birds vaccinated with H7N3 in the face of a H7N1 epidemic may be differentiated from
infected birds (DIVA) by detection of subtype specific NA antibodies of the N1 protein of the field virus.
Alternatively, in the absence of DIVA, inactivated vaccines may induce low titres of antibodies against NSP
and the titre in infected birds would be markedly higher. Encouraging results have been obtained
experimentally with this system, but it has not yet been validated in the field. In poultry vaccinated with
haemagglutinin expression-based vaccines, antibodies are detected against the specific HA, but not any of
the other viral proteins. Infection is evident by antibodies against the NP/M or NSP, or the specific NA
protein of the field virus.

All flocks with seropositive results should be investigated. Epidemiological and supplementary laboratory
investigation results should document the status of avian influenza infection for each positive flock.

A confirmatory test should have a higher specificity than the screening test and sensitivity at least
equivalent than that of the screening test.

Information should be provided on the performance characteristics and validation of tests used.

1. Procedure in case of positive test results if vaccination is used

In case of vaccinated populations, one has to exclude the likelihood that positive test results are
indicative of virus circulation. To this end, the following procedure should be followed in the
investigation of positive serological test results derived from surveillance conducted on vaccinated
poultry. The investigation should examine all evidence that might confirm or refute the hypothesis that
the positive results to the serological tests employed in the initial survey were not due to virus
circulation. All the epidemiological information should be substantiated, and the results should be
collated in the final report.

Knowledge of the type of vaccine used is crucial in developing a serological based strategy to
differentiate infected from vaccinated animals.

a) Inactivated whole virus vaccines can use either homologous or heterologous neuraminidase
subtypes between the vaccine and field strains. If poultry in the population have antibodies
against NP/M and were vaccinated with inactivated whole virus vaccine, the following strategies
should be applied:

i) sentinel birds should remain NP/M antibody negative. If positive for NP/M antibodies,
indicating influenza A virus infection, specific HI tests should be performed to identify H5 or
H7 virus infection;

i)  if vaccinated with inactivated whole virus vaccine containing homologous NA to field virus,
the presence of antibodies against NSP could be indicative of infection. Sampling should be
initiated to exclude the presence of avian influenza virus by either virus isolation or detection
of virus specific genomic material or proteins;

iii)  if vaccinated with inactivated whole virus vaccine containing heterologous NA to field virus,
presence of antibodies against the field virus NA or NSP would be indicative of infection.
Sampling should be initiated to exclude the presence of avian influenza virus by either virus
isolation or detection of virus specific genomic material or proteins.

b) Haemagglutinin expression-based vaccines contain the HA protein or gene homologous to the
HA of the field virus. Sentinel birds as described above can be used to detect avian influenza
infection. In vaccinated or sentinel birds, the presence of antibodies against NP/M, NSP or field
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virus NA is indicative of infection. Sampling should be initiated to exclude the presence of avian
influenza virus by either virus isolation or detection of virus specific genomic material or proteins.

Procedure in case of test results indicative of infection with avian influenza viruses

The detection of antibodies indicative of an infection with avian influenza virus in unvaccinated poultry
should result in the initiation of epidemiological and virological investigations to determine if the
infections are due to low and high pathogenicity viruses.

Virological testing should be initiated in all antibody-positive and at risk populations. The samples
should be evaluated for the presence of avian influenza virus, by virus isolation and identification, or
detection of influenza A specific proteins or nucleic acids (Figure 2). Virus isolation is the gold standard
for detecting infection by avian influenza virus. All influenza A virus isolates should be tested to
determine HA and NA subtypes, and in vivo tested in chickens or sequencing of HA proteolytic
cleavage site of H5 and H7 subtypes for determination of classification as high or low pathogenicity
avian influenza viruses or other influenza A viruses. As an alternative, nucleic acid detection tests have
been developed and validated; these tests have the sensitivity of virus isolation, but with the
advantage of providing results within a few hours. Samples with detection of H5 and H7 HA subtypes
by nucleic acid detection methods should either be submitted for virus isolation, identification, and in
vivo testing in chickens, or sequencing of nucleic acids for determination of proteolytic cleavage site as
high or low pathogenicity avian influenza viruses. The use of antigen detection systems, because of
low sensitivity, should be limited to screening clinical field cases for infection by influenza A virus
looking for NP/M proteins. NP/M positive samples should be submitted for virus isolation, identification
and pathogenicity determination.

Laboratory results should be examined in the context of the epidemiological situation. Corollary
information needed to complement the serological survey and assess the possibility of viral circulation
includes but is not limited to:

a) characterisation of the existing production systems;

b) results of clinical surveillance of the suspects and their cohorts;

c) quantification of vaccinations performed on the affected sites;

d) sanitary protocol and history of the affected establishments;

e) control of animal identification and movements;

f)  other parameters of regional significance in historic avian influenza virus transmission.

The entire investigative process should be documented as standard operating procedure within the
epidemiological surveillance programme.

Figures 1 and 2 indicate the tests which are recommended for use in the investigation of poultry flocks.

Key abbreviations and acronyms:

AGID Agar gel immunodiffusion

DIVA Differentiating infected from vaccinated animals
ELISA Enzyme-linked immunosorbent assay

HA Haemagglutinin

HI Haemagglutination inhibition

NA Neuraminidase

NP/M Nucleoprotein and matrix protein

NSP Nonstructural protein

S No evidence of avian influenza virus
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Fig. 1. Schematic representation of laboratory tests for determining evidence of avian influenza infection
through or following serological surveys
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Fig. 2. Schematic representation of laboratory tests for determining evidence of avian influenza infection

using virological methods
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Annex XXI

CHAPTER 4.16.

HIGH HEALTH STATUS HORSE SUBPOPULATION

EU comment

The EU thanks the OIE for having taken most of its comments into consideration and in
general supports the proposed changes to this chapter. Specific comments are inserted
in the text below.

Article 4.16.1.

General provisions

This chapter provides recommendations for the establishment of a subpopulation of horses that are moved
internationally to compete in equestrian competitions, including thoroughbred races, and that have a high
health status certified by the Veterinary Authority, in order to facilitate their safe temporary importation,
onward movement and return to the country of usual residence.

For the pur f the Terrestrial C in-line—with-the provisiens-in-Chapter4-4-; a high health status

horse the subpopulation is one with a distinct status with respect to specified diseases, which has been
established in rdance with the provisions in Chapter 4.4., by the application of documented health
management practices and biosecurity measures to create and maintain a functional separation between
horses within the defined subpopulation and all other equids at all times.

For the purpose of the Terrestrial Code, a high health, high performance (HHP) horse means one belonging

to_high health statu lation and register the International Equestrian F ration (FEI) or th

International Federation of Horseracing Authorities (IFHA) as eligible to perform in_international
mpetitions and r

EU comment

The relationship between the HHP horse and the high health status (HHS) horse
subpopulation seems a bit unclear from the two paragraphs above (both starting with
"For the purpose of [...]"), i.e. the fact that not all HHS horses are HHP horses that can
benefit from this temporary international movement scheme should be better clarified.

In addition, an article seems to be missing before the words “high health status
subpopulation” in the paragraph above.

The EU thus suggests amending that paragraph as follows:

"For the purpose of the Terrestrial Code, a high health, high performance (HHP) horse
means a_horse ene belonging to a high health status subpopulation,_additionally and
registered by the International Equestrian Federation (FEI) or the International
Federation of Horseracing Authorities (IFHA) as eligible to perform in international
competitions and races, and which may therefore be certified for temporary

international movement from within the high health status subpopulation'.

Horses that are moved internationally for the purpose of breeding or any other purpose not linked to
competitions are netineluded excluded from #a-this the high health status subpopulation.

Article 4.16.2.

Criteria for the inclusion of horses in the high health status subpopulation

1. High health status
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Each horse in the subpopulation is subjected to specific measures to establish and maintain its health
status, and preserve that of the other horses in the subpopulation.

These measures comprise a specific set of laboratory tests, treatments and vaccinations appropriate
to the d|sease status of the country or region of or|g|n and temporary import of the horsehorse’sregien

. Records of all treatments and vaccinations,
and results of tests and clinical inspections are documented in an individual passport that complies
with Chapter 5.12.

Identification and traceability

Consistent with the provisions of Chapters 4.1. and 4.2., horses in the subpopulation are individually
identified as follows:

a) Each horse bears a permanent unique identifier, preferably a microchip.

b) Each horse is accompanied at all times by its individual passport that contains information on the
horse's unique identifier.

c) Each horse has an attachment to its passport that identifies it as a member of the high health
status subpopulation.

d) Horses are registered in an international database that contains relevant information linked to the
passport and the identifier-,_to which Veterinary Authorities sheuld have access to-this-database.

Management of the subpopulation

a) In the course of each veterinary examination of a horse, its passport is checked, its identity
verified and the details of any tests and treatments, including vaccinations, are recorded and
signed by the examining veterinarian.

For certification purposes, the passport is examined, verified and signed by an Official
Veterinarian, in accordance with Article 5.2.2. For international movements of not more than

90 days, HHP horses should be accompanied by an international veterinary certificate complying
with the Terrestrial Code.

b) The high health status of each horse in the subpopulation is maintained by ensuring compliance
at all times with an international biosecurity plan approved by the Veterinary Authorities of the
importing and exporting countries, in accordance with the relevant recommendations of the OIE.
This compliance is assured and validated through continual veterinary supervision of horses at
the establishment of usual residence, during transport and at competition venues. This
supervision is provided by authorised veterinarians. Non-compliance results in suspension of the
high health status of the horse.

EU comment

The term "authorised veterinarian™ is not clear, as it not defined. In order to explain the
intended meaning, the EU suggests replacing the words **by authorised veterinarians' by
the words "'by veterinarians authorised for that purpose by the Veterinary Authorities™.

c) An appropriate qualification period is required for entry or re-entry of a horse into the
subpopulation. The procedures for qualification should be described in the international
biosecurity plan.

d) A maximum period is set for each absence of a horse from its country or region of usual
residence, as specified in the international biosecurity plan.

Article 4.16.3.

Recommendations for the Veterinary Authorities
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Organisations that are responsible for ensuring compliance with this chapter should be approved and
supervised by the Veterinary Authorities. Veterinary Authorities are alse encouraged to develop specific
protocols for the temporary importation of horses of high health status entering the country selely for the
purpose of competition at equestrian events or for their onward movement to other such events and for their
return to their country of origin.

EU comment

In the paragraph above, the EU suggests specifying which organisations are meant;
perhaps examples could be given, or it could be specified that these are private
organisations involved in equine sports linked to the FEI or IFHA.

Furthermore, the term ""approved™ should be replaced by "authorised"’, which better
reflects the intended meaning.

Finally, the paragraph could be separated in two, as the first sentence deals with the
organisations, whereas the second one deals with the Veterinary Authorities.

Veterinary Authorities are encouraged to recognise the international biosecurity plan developed by the EEI

International- Equestrian-Federation and |IEHA the-InternationalFederation-of Horseracing-Autherities on the
basis of the relevant OIE biosecurity guidelines. (Under study)

—  Text deleted.
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Appendix XXII E

MODEL VETERINARY CERTIFICATE
FOR THE INTERNATIONAL MOVEMENT OF NOT MORE THAN 90 DAYS
OF A HIGH HEALTH-HIGH PERFORMANCE HORSE FOR COMPETITION OR RACES

EU comment

The EU commends the OIE and its ad hoc group and in general supports the proposed
model veterinary certificate. Some comments are inserted in the text below.

In general, to facilitate discussions on this model veterinary certificate, it would be highly
desirable to have a short document summarising the considerations of the ad hoc group for
choosing the diseases and health guarantees included in this certificate. Such a document
could be published on the dedicated OIE website on HHP horses, and it should be
considered to include these considerations as an introductory text to this model veterinary
certificate in the relevant future chapter of the OIE Code.

Certificate number: ..........c.co.oviiiiinnn.

Import Permit NO. (if @pplicable): ........ieiiiii ettt e e e e issued by
........................................................................................................ (insert name of Government Authority) Of
............................................................................................ (insert name of Country of destination)

This certificate is issued for a High Health-High Performance (HHP) horse

] dispatched from the country of usual residence to a country of temporary residence!

] dispatched from a country of temporary residence to another country of temporary residence®

[] dispatched from a country of temporary residence temporarily to an HHP premises in the country of
usual residence’

(] returning from a country of temporary residence to the country of usual residence’

Numbers of attached reference certificates (if applicable): .........ooviuuiieiiiiiii e

Movement from: ..............coooiiiin, Movement to: .........ccceeeviiiiiiieiin, Ref Cert No: ...............oone.
Movement from: ..., Movementto: ..o Ref Cert No: ...
Movement from: ... Movementto: ..o Ref Cert No: ...........ooooeeni.
Movement from: ... Movementto: ..o Ref Cert No: ...........ooooeeni.

I IDENTIFICATION OF THE HORSE

00 N = 0 1=
.2 COloUI: .o
13, SBX it

! Select as appropriate
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[.4.  Microchip Number: ...........ooooiiiiiiii s Reading system other than ISO: .........................
1.5.  HHP? identification NUMbEr: ................ccocoiiiieee e
[.6.  Number of acComMPaNYiNg PasSPOIT:..... ... e
IS SU B DY . e e e e e e
(insert authority that issued the passport)
EU comment

The EU suggests adding the horse’s Unique Equine Life Number in the section Il above.

.1

.2.

31.3.

311.3.

[l
I.1.

.2.

1.3,

ORIGIN OF THE HORSE

Country of dispatch: ...

Name and Address of CONSIGNOL: ..........iiimni e

Address and registration® number of the premises of dispatch in the country of temporary
residence:

DESTINATION OF THE HORSE
Country Of ESHNALION: . ....e e

Name and AdAress Of CONSIGNEE: ........couuiiiiie e

Address and registration number® of the premises of destination in the country of temporary
residence:

The number attributed to the High Health-High Performance horse by the Fédération Equestre Internationale or

the International Federation of Horseracing Authorities

Select one of the options and delete the option(s) not applicable

High health subpopulation registered premises of usual residence approved by the veterinary authority and
registered on the international database of the Fédération Equestre Internationale or the International Federation
of Horseracing Authorities

High Health-High Performance registration of the premises of temporary residence approved by the veterinary

authority and registered on the international database of the Fédération Equestre Internationale or the
International Federation of Horseracing Authorities

Select the appropriate options and delete those not applicable
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*II.3.  Address and registration number*°®

residence:

of the premises of destination in the country of usual

V. TRANSPORT INFORMATION

Identification of Trans6port: AEROPLANE (Type of aircraft and flight number)6 / VEHICLE
(Registration number)” / SHIP (name or registration number)6

V. DECLARATION BY THE CERTIFYING OFFICIAL VETERINARIAN

[, the undersigned official veterinarian, hereby certify that the horse described above:

V.1. has been examined today, this being within 48 hours prior to dispatch, and found free of clinical
signs of infectious or contagious disease, free of obvious signs of ectoparasitic infestation and fit
to travel the intended journey;

V.2. is a registered HHP horse accompanied by its passport in which all vaccinations related to this
certificate are documented,

V.3.  has during the 90 days prior to qualification as an HHP horse and during the period of
registration as HHP horse not been used for natural or artificial reproduction and has not been
kept on premises where natural or artifical reproduction activities are carried out;

EU comment

The point above implies that the horse has been registered as an HHP horse at some point,
and that a period of 90 days prior to that registration is also covered by this declaration
pertaining to non-reproduction activities. However, the precise date of registration as an
HHP horse by the FEI or IFHA is neither to be indicated in the certificate nor in the
owner declaration. Furthermore, the latter should include a declaration relating to non-
reproduction activities during the 90 days prior to registration as an HHP horse.

V.4, since HHP registration has not come into contact with any horse that was not a registered HHP
horse and has originated from registered premises® and has been resident on HHP registered
premises throughout its travel period

EU comment

The point above relating to the HHP horse not having come into contact with non-HHP

horses since registration as HHP horse seems not to be possible, as the horses in the high
health status horse subpopulation (and therefore present on the registered premises) are
not all HHP horses. Perhaps the words *"that was not a registered HHP horse'* should be

replaced by ""that was not a horse belonging to the high health status subpopulation™.

V.5. has not visited premises in the country of dispatch under official restriction for health reasons;

EU comment

The point above seems a bit vague. The EU therefore suggests clarifying to which diseases
these official restrictions pertain, as e.g. diseases to which horses are not susceptible should
not be relevant, and the time frame for this requirement. Furthermore, in order to certify
that point, the veterinarian would need a list of premises of residence during that time
frame; this should be made available via the owner declaration.
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Finally, this point raises the question of how the high health status horse subpopulation is
handled if a registered premises comes under official restrictions.

V.6.  to the best of my knowledge for at least 15 days prior to certification has not come into contact
with animals showing signs of infectious or contagious disease;

EU comment

The EU notes that points V.3. to V.6. above will be difficult for the official veterinarian to
certify. The EU suggests that these points be certified on the basis of and with reference to
an owner declaration; these points should therefore also be included in section VII1.

The EU thus suggests preceding points V.3. to V.6. by the following sentence:

""|_have received a declaration from the owner/designated person responsible for the HHP
horse stating that the horse described above:"".

Alternatively, point V.6. could be covered solely by the owner declaration (and deleted
from section V.).

V.7. comes from the country of dispatch in which the following diseases are compulsorily notifiable:
African horse sickness, Venezuelan equine encephalomyelitis, Eastern equine
encephalomyelitis, Western equine encephalomyelitis, Japanese encephalitis, Equine infectious
anaemia, glanders (Burkholderia mallei) and rabies;

V.8. comes from the country of dispatch, which:

Seither [V.8.1. is officially free of African horse sickness in accordance with the requirements
of the OIE;]

Sor [V.8.1. is not offically free of African horse sickness in accordance with the
requirements of the OIE, and the horse was not vaccinated within 40 days prior
to the introduction into the HHP approved vector protected quarantine station
where it was isolated for at least 14 days and has been subjected to a validated
PCR test carried out with negative results on samples taken on two occasions
ON oo, and on ..ooocveeieee, ' the first sample been taken
immediately prior to or on entry into the quarantine station and the second
sample been taken within 48 hrs prior to direct vector protected transport from
the quarantine station to the place of dispatch;]

EU comment

The EU queries how the 14 day quarantine in a vector protected quarantine station can be
implemented in practice for HHP horses that need regular training, especially as indoor
training will likely be insufficient for some disciplines.

Seither [V.8.2. has been free of Venezuelan equine encephalomyelitis for at least the last two
years;]

Sor [V.8.2. has not been free of Venezuelan equine encephalomyelitis for at least the last
two years, and the horse was:

%sither [V.8.2.1. vaccinated with a registered inactivated vaccine against
Venezuelan equine encephalomyelitis in accordance with the
manufacturer’s instructions at least 60 days prior to dispatch;]]

or [V.8.2.1. during the three weeks prior to dispatch kept under vector protection
at all times and was subjected to a haemagglutination inhibition test
for Venezuelan equine encephalomyelitis carried outon ........... "on
paired samples taken on ............. and on ............. ’ at least 14
days apart, with either negative results or a stable or declining titre,
the second sample been taken within 7 days of direct vector

protected transport to the place of dispatch;]]
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Seither [V.9.

or

[V.9.

V.1.10.

V.1.11.

V.1.12.

VI.

And appropriate vector protection is applied during transportation

Seither [V.8.3. is the country of usual residence and is free of glanders for at least 3 years,
and the horse was subjected to a complement fixation test for glanders carried
out with negative result at a serum dilution of 1 in 5 on a sample taken on
................ " during the 30 days prior to dispatch;]

Sor [V.8.3. is the country of usual residence and is not known to be free of glanders for at
least 3 years, and the horse has been permanently resident for at least 3
weeks prior to dispatch on a single establishment free of glanders for at least
the past 6 months and has been subjected to a complement fixation test for
glanders carried out with negative results at a serum dilution of 1 in 5 on
samples taken on two occasions on .............. Tandon ..o, ’ at least
21 days apart, the second sample been taken within 10 days of dispatch;]

Sor [V.8.3. is the country of temporary residence, and the horse was kept on HHP
premisess which have been free from glanders for at least 6 months;]

has been subjected to the indirect fluorescent antibody test (IFAT) and the competitive enzyme-
linked immunosorbent assay (c-ELISA) for equine piroplasmosis (Babesia caballi and Theileria
equi) carried out with negative results on a sample takenon .......................... ® within 14 days of
dispatch;]

has previously been subjected to the indirect fluorescent antibody test (IFAT) or the competitive
enzyme-linked immunosorbent assay (c-ELISA) for equine piroplasmosis (Babesia caballi and
Theileria equi) carried out with positive result and does not show clinical signs of piroplasmosis
on the day of examination and has been examined and treated against ticks during the 7 days
prior to dispatch;]

has been subjected to an agar gel immunodiffusion test for Equine infectious anaemia carried
out with negative result on a sample takenon ........................ ’ within 120 days of dispatch;

has been vaccinated against equine influenza within 21 to 90 days of dispatch with either two
consecutive inoculations with the same vaccine given 21 to 42 days apart on ............. "and on
............... " or with a booster given on ..........." at least on an annual basis after a primary
course;

was found free of external parasites following a systematic and thorough examination in
particular of ears, false nostrils, intermandibular space, mane, lower body areas, including
axillae, groin, and the perineum and tail, and was treated within 48 hours of dispach with a broad
spectrum parasiticide licenced or registered for use on horses according to the manufacturer's
recommendations.

TRANSPORT CONDITIONS

After due enquiry and to the best of my knowledge the transport of the horse has been arranged to
ensure that:

VI.1. the horse is consigned directly from the premises of dispatch to the premises of destination;

VI.2.  during transport to destination the horse will not come into contact with horses that have no
current HHP registration or are not accompanied by the required veterinary health certificate;

VI.3.  the horse will be transported in vehicles cleansed and disinfected in advance with a disinfectant
approved in the country of dispatch and designed to prevent the escape of droppings, litter or
fodder during transportation;

VI.4.  during transport to destination the health and welfare of the horse will be protected effectively.

EU comment
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The EU notes that point V1. above will be difficult for the official veterinarian to certify.
Indeed, points VI.2. to V1.4. relate to events taking place in the future and are therefore
out of the control of the certifying veterinarian. Therefore, the limitation conferred by the
words ""has been arranged to ensure that™ is very important, but should be specified
further, e.g. by a clear reference to the owner declaration in section V111, as follows:

""After due enquiry and to the best of my knowledge, and after having received a

declaration from the owner/designated person responsible for the HHP horse to that
effect, the transport of the horse has been arranged to ensure that:".

Furthermore, the EU suggests only keeping points VI1.1. and V1.3. (modified as suggested
below) in part V1., and transferring points VI1.2. and V1.4. to section VIII. (i.e. the
declaration being signed by the owner).

Suggested changes to point VV1.3. above:

"VI1.3. the vehicle in which the horse will-be is being transported #-vehieles has been
cleansed and disinfected #r-advance prior to embarkation with a disinfectant approved in
the country of dispatch and designed to prevent the escape of droppings, litter or fodder
during transportation."'

VII. AUTHENTIFICATION OF CERTIFICATE

This certificate is valid for 10 days from the date of signature.

The Declaration signed by the owner or person responsible for the horse is part of this certificate.

Name in capitals of official VeIeriNarian: ... ... e
(Lo TS 1110 o PP

OffICE AAUIESS: ..o e e e e

Telephone: ... X e
[ T2 T = T Lo [ =TSP

Signature:

Date: ..o PlaCE:

Official Stamp:
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VIII. DECLARATION TO BE SIGNED BY THE OWNER OR DESIGNATED PERSON
RESPONSIBLE FOR THE HORSE

[, the UNdersigned, ...........ooooiii i (insert name in capitals) declare:

1. The horse described in this Veterinary Certificate, will be outside its country of usual residence for
not more than 90 days.

2. Since the current registration as HHP horse, the horse has not been in direct contact with horses
which had not a current HHP registration.

3. The horse has

4. During its temporary stay in the country of dispatch the horse has been kept only in the following
premises that have a current HHP registration and are under supervision of the Competent
Veterinary Authority of that country:

HHP Registration

Address of premises
number

Date of entry | Date of exit

5. The horse will be sent directly from the premises of dispatch to the premises of destination under
conditions that ensure it will not come into contact with horses other than those that have current
HHP registration, accompanied by the required veterinary health certificate, in a vehicle that was
cleansed and disinfected in advance with a disinfectant approved in the country of dispatch.

Date: ..o PlaCE: ..o

Signature:

EU comment

As indicated in the EU comments on sections V and VI above, the owner declaration
should be expanded to cover points V.3. to V.6. and VI1.2. to VI.4.

Furthermore, an additional point should be added to indicate that the owner declares that
he/she will do everything in his/her power to prevent contact with non high health
subpopulation horses and other equids, as well as to protect the health and welfare of the
HHP horse.

Insert date

OIE Terrestrial Animal Health Standards Commission/September 2014




Annex XXIII

DRAFT CHAPTER 6.X.

PREVENTION AND CONTROL OF SALMONELLA
IN PIG HERDS

EU comment

The EU welcomes the valuable initiative and work to include a chapter on the
prevention and control of Salmonella in pig herds in the OIE code and commends the
OIE and its ad hoc group for this first draft chapter, which includes the main principles
of Salmonella control in pigs.

The most important measures to control Salmonella in different situations could be
further highlighted in order for the chapter to be of optimal use for as many countries as
possible. The EU also suggests stating that bacteriology is required for source
attribution studies. Such studies are important for evaluation of control measures, and
have been used successfully by some countries in the control of Salmonella.

The EU in general supports the proposed new chapter. Specific comments are inserted
in the text below.

Article 6.X.1.
Introduction

Nontyphoidal salmonellosis is one of the most common food-borne bacterial diseases in the world with
Salmonella Enteritidis and S. Typhimurium the predominant serotypes identified in most countries.

As is the case in most food producing animals, Salmonella infection in pigs is mostly subclinical and of
variable duration. Pigs with subclinical infection play an important role in the spread of Salmonella between
herds and pose a public health risk.

Salmonella serotypes and their prevalence in pigs may vary considerably between farms, regions and
countries. It is important for Veterinary Authorities to consider the serotypes and their prevalence in pig
populations when developing and implementing Salmonella reduction strategies.

EU comment

The EU suggests adding the words "as well as their impact on human health™ after the
words "'their prevalence in pig populations™. Indeed, human health should also be taken
into account and considered by the Veterinary Authority as a relevant factor when
devising a Salmonella reduction strategy, in line with the One Health concept, as
Salmonella associated with pigs have zoonotic properties.

Article 6.X.2.
Purpose and scope

To combat the occurrence of food-borne salmonellosis, a pre-harvest pathogen reduction strategy can
assist in reducing the presence of Salmonella in pig meat.

EU comment
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The EU suggests adding a paragraph on the role of the environment and the relevance
of salmonellosis for animal health, as follows:

In addition, unlike post-harvest control, pre-harvest control of pigs will also limit
Salmonella contamination of the environment via pig manure, which in turn will limit
infection of animals (including wildlife) from the environment. Therefore, pre-harvest
control of Salmonella in pig herds will also be beneficial for other food producing

animals and humans. Furthermore, this chapter is also relevant for the animal health
aspects of salmonellosis.""

This chapter provides recommendations on the prevention and control of Salmonella in domestic pigs kept
for commercial breeding and production from farm to slaughter. It should be read in conjunction with the
Codex Alimentarius Guidelines for the Control of Nontyphoidal Salmonella spp. in Pork Meat (under
development) and the Codex Alimentarius Code of Hygienic Practice for Meat (CAC/RCP 58-2005).

Article 6.X.3.
Surveillance in pig herds for Salmonella

Where justified by risk assessment, surveillance should be carried out to identify the occurrence and
distribution of Salmonella in pig herds. Surveillance data will provide information to assist the Competent
Authorities in their decision making regarding the requirement for, and design of, control programmes.
Sampling and testing methods, frequency and type of samples required should be determined by the
Veterinary Services based on the risk assessment.

EU comment

The EU notes that both the term ""Competent Authority** and the term *""Veterinary
Services' are used in this chapter. Articles 6.x.3., 6.x.8. and 6.x.14. should be reviewed
regarding the use of these terms, so that the appropriate terminology is used.

Serological testing, usually using ‘meat juice’ at slaughter, is a common method for assessing exposure to
Salmonella in pig herds. Benefits of serological testing include low cost per test, high throughput capability
and the potential for automation of tests. Collection of samples at the slaughterhouse/abattoir enables
centralised sampling of multiple herds. Serological testing does not detect exposure to all serotypes and
does not provide information on the serotypes present.

EU comment

The EU suggests adding the following sentence to the paragraph above:

Serological testing also does not give an indication of actual excretion of Salmonella in
the herd, i.e. it does not reflect how infectious the tested group is at the time of testing.
However, at herd level, there is generally a correlation between serology and
bacteriology.".

Indeed, it is usually true that at the herd level serology does correlate with the risk of
exposure to infection during the growing period of finishing pigs or gilts, but there can
be some exceptions in the case of non-recognised or minimally invasive serovars/strains
or very late onset infections (e.g. from on farm lairage). In addition ST/mST produces a
stronger immune response than other serovars.

Microbiological testing identifies serotypes present in pig herds and can provide epidemiological
information on likely sources of Salmonella and on the presence of strains with higher public health risk,
including those with enhanced virulence or resistance to antimicrobial agents. Bacteriological sampling of
individual pigs has low sensitivity but this can be overcome by repeated sampling, by pooling of samples
(such as individual faecal samples or mesenteric lymph nodes) or sampling naturally pooled material (such
as sampling of faeces from the floor of pig pens).
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EU comment

The EU suggests adding the following sentence in the paragraph above after the
sentence ending with ""antimicrobial agents™:

""Quantitative testing can provide information on the actual level of excretion.™.

Communication of the results of post-mortem Salmonella testing that are relevant to the Salmonella status
of pigs at herd level to the herd manager or veterinarian is an important element of a Salmonella control
programme.

EU comment

The EU suggests adding the words "as well as slaughterhouses and Veterinary Services™
after the words ""herd manager or veterinarian®. Indeed, also the slaughterhouse and

the Veterinary Services should be informed of post-mortem test results.

Article 6.X.4.
Definitions

Feed: means any material (single or multiple), whether processed, semi-processed or raw, which is
intended to be fed directly to terrestrial animals (except bees).

EU comment

The EU suggests not putting the word “animals” in italics in the definition of feed above,
as bees are excluded and the glossary definition of “animals” includes bees.

Feed ingredient: means a component part or constituent of any combination or mixture making up a feed,
whether or not it has a nutritional value in the animal’s diet, including feed additives. Ingredients are of plant
(including aquatic plants) or terrestrial or aquatic animal origin, or other organic or inorganic substances.

EU comment

The EU suggests moving these definitions to the glossary, as they are used in more than
one chapter (see Chapter 6.3. ""The control of hazards of animal health and public
health importance in animal feed").

Article 6.X.5.
Prevention and control measures

Articles 6.X.6. to 6.X.14. provide recommendations for the prevention and control of Salmonella at herd
level. Contamination of pig meat can be reduced by measures taken during the slaughter process.
Reduction of Salmonella in pigs entering the slaughterhouse/abattoir enhances the effectiveness of such
measures.

These recommendations will also have beneficial effects on the occurrence of other infections and
diseases.

EU comment
The EU suggests rephrasing the sentence above as follows:

"'Some of these recommendations will also have beneficial effects on the occurrence of
other intestinal carried infections and diseases_at herd level."".

Article 6.X.6.

Biosecurity measures

OIE Terrestrial Animal Health Standards Commission/September 2014



It is important to have biosecurity measures in place to reduce the risk of introduction of Salmonella or the
entry of new strains of Salmonella into pig herds, the spread of these strains across the herd, as well as to
minimise prevalence of existing strains.

EU comment

The EU agrees that it is important to reduce the risk of introduction of Salmonella into
and within the pig herd, but it is also relevant to minimise the risk of spread from pig
herds. This should be considered in the first paragraph above, and elsewhere as relevant
throughout the text.

It is recommended that biosecurity measures include the following:

1) Development and implementation of a biosecurity plan including management strategies for the
prevention and control of Salmonella.

2) Training of personnel regarding their responsibilities and the significance of their role in improving
animal health, human health and food safety.

3) Maintenance of records including data on pig health, production, movements, medications,
vaccination, mortality, surveillance, and cleaning and disinfection of farm buildings and equipment.

4)  Veterinary supervision of pig health and Salmonella control.

5) Removal of unwanted vegetation and debris that could attract or harbour pests around pig housing.

6) Prevention of entry of wild birds into pig houses and buildings.

7) Cleaning and disinfection procedures for pig housing, general equipment, transportation equipment
and animal walkways. The cleaning and disinfection procedures for pig housing after emptying should
include at least feeders, drinkers, floor, walls, aisles, partitions between pens, and ventilation ducting.

All visible organic material should be removed before disinfection with a suitable disinfectant at an
effective concentration. Disinfectants should be used in accordance with Chapter 4.13.

EU comment

The EU suggests adding the words "'feed and feed containers' after the word
"drinkers™.

Furthermore, the following sentence should be added after the one ending with "at an
effective concentration™ in the paragraph above:

""All surfaces should be allowed to dry after disinfection has been completed."

Indeed, drying is an important component of the disinfection procedure and should be
observed to ensure maximum efficacy.

8) Procedures for the control of vermin such as rodents and arthropods should be in place and regular
checks should be carried out to assess effectiveness. When the presence of vermin is detected timely
control actions should be taken to prevent the development of unmanageable populations; for
example, the placement of baits for rodents where they are nesting.

EU comment

The EU suggests using the term "'pest™ instead of "'vermin®" in the paragraph above and
throughout the text, as it is more generic and seems more suitable especially if it is to
include arthropods.

9) Controlled access of persons and vehicles entering the establishment.

10) Biosecurity measures applied to all personnel and visitors entering the establishment. This should
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include hand washing and changing into clean clothes and footwear provided by the establishment.
Similar precautions are recommended when moving between separate epidemiological units on large
farms.

11) Vehicles and equipment identified as a risk in the biosecurity plan should be cleaned and disinfected
before entering the establishment.

12) Pig carcasses, bedding, faeces and other potentially contaminated farm waste should be stored and
disposed of in a safe manner to minimise the risk of dissemination of Salmonella and to prevent the
direct or indirect exposure of humans, livestock and wildlife to Salmonella. Particular care should be
taken when pig bedding and faeces are used to fertilise horticultural crops intended for human
consumption.

Article 6.X.7.
Facility design
Good design of pig units facilitates the management and control of pathogens.
It is recommended that facility design consider the following:
1) location of other livestock establishments in relation to wild bird and rodent populations;
2) adequate drainage for the site and control of run-off and untreated waste water;
3) use of smooth impervious materials for construction to enable effective cleaning and disinfection;

4) surrounding indoor pig houses with concrete or other impervious material to facilitate cleaning and
disinfection;

5) acontrolled entry point to prevent the entry of unwanted animals and people;

6) a sign indicating restricted entry at the entrance to the establishment;

7) pig flow to minimise stress and spread of Salmonella infection;

8) prevention of entry of wild birds, rodents and feral animals;

9) location of delivery and collection points away from pig housing or feed storage.
Article 6.X.8.

Feed

Salmonella contaminated feed and feed ingredients are known to be important sources of infection for pigs.
Therefore, feed and feed ingredients should be produced, handled, stored, transported and distributed
according to Good Manufacturing Practices, considering Hazard Analysis Critical Control Points (HACCP)
principles and recommendations in accordance with Chapter 6.3.

EU comment

The EU suggests adding the words **,_especially in low prevalence countries™. Indeed,
control of feed and feed ingredients is most relevant in low prevalence countries,
whereas it is of lesser relative importance in high prevalence countries.

For the effective control of Salmonella it is recommended that:
1) Feed and feed ingredients should come from monitored sources.

2) Heat treated feeds are used and may also include the addition of bactericidal or bacteriostatic
treatments, e.g. organic acids. Where heat treatment is not possible, the use of bacteriostatic or
bactericidal treatments or processes should be considered.
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EU comment
The EU suggests adding the following sentence to point 2 above:

""'Substances used for bactericidal or bacteriostatic treatment of feed should have

demonstrated absence of negative effects on organoleptic properties of feed, animal
health and welfare of pigs, as well as safety of animal products for the consumer. These

substances should require a marketing authorisation, e.g. as biocide or feed additive,
granted by the competent authority when intentionally added to feed for that specific

purpose'.

Indeed, these substances should be regulated to ensure safety of the food chain including
animal health and welfare of pigs and health of the consumers.

Furthermore, the EU suggests adding the following sentence to the point above:

""Care should be taken to avoid recontamination of feed after heat treatment or
bactericidal or bacteriostatic treatments."

3) Cooling systems and dust control in feed ingredient processing plants and compound feed mills
should be managed to avoid recontamination of feed and feed ingredients with Salmonella.

4) Feed should be stored and transported in a hygienic manner that prevents exposure to possible
residual Salmonella contamination.

5) Access to feed by wild birds and rodents should be prevented.

6) Spilled feed should be cleaned up immediately to remove attractants for wild birds, rodents and other
pests.

Article 6.X.9.
Water
For the effective control of Salmonella it is recommended that:

1) The drinking water supply be monitored and controlled to maintain it free from Salmonella
contamination.

EU comment

To avoid confusion with drinking water, the EU suggests deleting the word **drinking™
in the point above. Indeed, drinking water quality may not be necessary for farm
animals, and is not always available on pig farms, e.g. when wells are used as water

supply.

2)  Water holding tanks are enclosed.

EU comment
The EU suggests adding the following sentence to point 2 above:

"In particular, wild animals and pests should not have access to the water."

Indeed, depending on the pig holding facility, this is an important element of water
hygiene.

3) The water delivery system is regularly cleaned and disinfected. For example in an ‘all-in-all-out’
system this would occur before restocking.

Article 6.X.10.

Feed composition
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For the control of Salmonella it is recommended that the following be considered when determining feed
composition:

1) Slower gastric transit time of ingested feed increases exposure of Salmonella to stomach acid
resulting in decreased survival.

2) Modified fermentation conditions in the gastrointestinal tract may enhance colonisation by protective
bacteria and thereby suppress the colonisation and multiplication of Salmonella.

EU comment

It is unclear what is meant by ""modified" fermentation conditions in the gastrointestinal
tract. This should be reworded for reasons of clarity.

3) Liquid feed that is fermented has a protective effect due to the presence of beneficial bacteria and low
pH levels; for example, the inclusion of fermented milk products.

Where Salmonella is present in a pig herd, the composition of feed may influence the occurrence of
Salmonella in individual pigs. For the effective control of Salmonella it is recommended that:

4) Feed should be coarsely ground.

5) Where feed is wheat based, reducing the proportion of wheat may reduce the occurrence of
Salmonella in pigs.

6) Coarsely ground material may be added to pelleted feed.

EU comment

There is a possible contradiction in the above points. Indeed, in high prevalence
countries, where live trade is the major risk factor of a herd getting infected, a
Salmonella reducing feeding strategy is more important than heat treatment of feed.
Heat treatment can be contraindicated, as this often means pelleted feed, which reduces
the gut health, and the pigs’ ability to reduce Salmonella.

Article 6.X.11.

Pig flow management

The movement and mixing of pigs increase the risk of spread of Salmonella. For the effective control of
Salmonella it is recommended that:

1) The number of pig movements and mixing of pigs between weaning and dispatch for slaughter should
be minimised.

2) If possible, the ‘all-in-all-out’ single age group principle should be used. In particular, the addition to
younger groups of pigs held back from older groups should be avoided.

Article 6.X.12.

Management of new pig introductions

To minimise the risk of new introductions of Salmonella in replacement pigs in a herd, it is recommended
that:

EU comment

The EU suggests indicating that new pig introductions is the most important risk factor
in moderate and high prevalence countries, as follows:

OIE Terrestrial Animal Health Standards Commission/September 2014




"Introduction of new pigs in a herd is the single most important risk factor in moderate
and high prevalence countries. To minimise [...]".

1) There is good communication along the pig production chain to ensure that steps are taken to
minimise the introduction and dissemination of Salmonella.

2) Aclosed herd policy is applied with the introduction of new genetic material by semen only.

3) The number of separate sources for both replacement breeding stock and rearing pigs are as few as
possible.

4) Newly introduced pigs are kept separate from the rest of the herd for a suitable period before
incorporating with other pigs, e.g. four weeks.

EU comment

It is important that pigs are sampled to ensure that they are Salmonella negative.
Salmonella positive pigs can excrete Salmonella after the 4 week period, without showing
clinical signs of infection.

Also Salmonella negative pigs can turn positive in a quarantine facility and subsequently
excrete Salmonella when moved into the pen.

5) Replacement breeding pigs are of a similar Salmonella status to that of the herd, for example a
Salmonella free herd should source replacements from Salmonella free herds; or herds that are free
of specific Salmonella serotypes such as S. Typhimurium should avoid introducing pigs from breeding
herds infected with such serotypes.

EU comment

The highest risk for introducing Salmonella in the herd is buying infected pigs into herds
without a Salmonella reducing feeding strategy. Therefore, the importance of good
feeding management, i.e. Salmonella reducing feeding strategies, should be repeated
here.

6) Where appropriate, pooled faecal samples from introduced pigs are taken to assess their Salmonella
status.

Article 6.X.13.

Stress reduction

Given that stress may increase the multiplication and shedding of Salmonella by pigs and their susceptibility
to infection, it is important to consider management measures that reduce stress.

Article 6.X.14.

Pig treatments

1) Antimicrobial agents may modify normal flora in the gut and increase the likelihood of colonisation by
Salmonella. If antimicrobial agents are used for the control of clinical infections in pigs, they should be
used in accordance with Chapters 6.7., 6.8., 6.9. and 6.10.

Antimicrobial agents should not be used to control subclinical infection with Salmonella in pigs
because the effectiveness of the treatment is limited and can contribute to the development of
antimicrobial resistance.

2) Vaccination may be used as part a Salmonella control programme. Vaccine production and use
should be in accordance with Chapter 2.9.9. of the Terrestrial Manual.
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Vaccines for Salmonella in pigs may increase the threshold for infection and reduce the level of
excretion of the organism. The protective effect of vaccines is serotype specific and few licensed
vaccines are available for pigs.

If serology is used as the surveillance method, it may not be possible to distinguish between
vaccination and infection with a field strain.

If live vaccines are used:
a) itis important that field and vaccine strains be easily differentiated in the laboratory;
b) the vaccine strain should not be present at the time of slaughter.

3) Organic acids, probiotics and prebiotics may be added to feed or water to reduce shedding of
Salmonella by pigs. However, efficacy is variable.

EU comment
The EU suggests adding the following sentence to point 3 above:

"These substances should require a marketing authorisation, e.g. as feed additive,

granted by the competent authority when intentionally added to feed for that specific
purpose. In particular, efficacy and safety for animal health and welfare of pigs as well

as safety of animal products for the consumer should be demonstrated before granting
of marketing authorisations.""

Indeed, these substances should be regulated to ensure efficacy and safety of the food
chain including animal health and welfare of pigs and health of the consumers.

Article 6.X.15.
Transportation
The relevant recommendations in Chapter 7.3. apply.

Article 6.X.16.
Lairage
Lairage can be used at various stages in pig production, for example accumulation of weaned pigs before
movement to nursery herds, holding finisher pigs before transport to slaughter and holding pigs at the
slaughterhouse/abattoir before slaughter. Important aspects of lairage management include effective
cleaning and disinfection between groups, minimising mixing of separate groups and managing stress.
In addition, the relevant recommendations in Articles 7.5.1., 7.5.3., and 7.5.4. apply.

Article 6.X.17.
Prevention and control in low prevalence regions
In regions where Salmonella infection of pigs is uncommon it may be possible to eliminate infection from
individual herds by means of a test and removal policy. This can be accomplished by placing movement
controls on the herd, repeated bacteriological sampling of groups of pigs and culling of persistently infected
pigs. Movement controls can be lifted after two rounds of negative tests and confirmation of
implementation of effective prevention and control measures as described in Articles 6.X.5. to 6.X.14.
It may be possible to attempt this approach in individual herds, for example in valuable breeding herds, in
higher prevalence regions. However, the risk of reintroduction of infection must be low to achieve success

with this approach.

Article 6.X.18.
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Outdoor pig production

As far as possible the prevention and control measures described in Articles 6.X.5. to 6.X.14. should also
be applied to outdoor pig production to reduce Salmonella infection in pigs. It is recommended that:

1) field rotation programmes be used to minimise Salmonella contamination and accumulation in soil and
surface water and therefore ingestion by pigs;

2) feed be provided using troughs or bird proof hoppers to minimise attraction of wild birds;

EU comment
The EU suggests expanding the point above to include water.

3) location of other outdoor pig herds and the concentration and behaviour of wild birds in the area be
considered when establishing outdoor pig herds.

Article 6.X.19.
Live animal markets

Live animal markets pose a significant risk of spreading Salmonella and other infections and diseases
among pigs. If possible, sourcing replacement pigs from live animal markets should be avoided.
Precautions should be taken to prevent the spread of Salmonella from markets to pig herds by personnel or
vehicles.

—  Text deleted
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Annex XXIV

FUTURE WORK PROGRAMME FOR THE
TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

EU comment

The EU thanks the OIE for having taken most of its comments on the work programme
into consideration and supports the future work programme as proposed.

The EU in particular appreciates that its previous comments regarding atypical BSE
have been taken into account, and that discussions are ongoing between the Scientific
Commission and the Code Commission, as well as at the level of the ad hoc group on

BSE, with a view to reviewing the Code chapter on BSE so as consider atypical BSE,

including its impact on official risk status recognition of Member Countries.

Furthermore, the EU appreciates the fact that the review of the Code chapter on
African swine fever is being treated as a priority at the OIE, and very much looks
forward to the first circulation of that draft revised chapter for member country
comments after the February 2015 meeting of the Code Commission.

The following additional items are suggested for inclusion in the future work
programme of the Code Commission:

1) Reference is made to the EU comment on the glossary definition of "*safe commodity"*
(annex V1) and the suggestion to draft a new chapter on safe commodities, taking the
Aquatic Code Chapter 5.4. "'Criteria to assess the safety of aquatic animal commodities"
as an example.

2) Reference is made to the EU comment on the glossary definition of *'stamping-out
policy' (annex V1) and the suggestion to consider working on Chapter 1.1. to include
recommendations in the context of notification obligations that would require Member
Countries to explain what measures exactly have been taken if the stamping-out policy
as defined in the glossary is not applied.

3) In line with the EU comments made previously on the draft Sixth Strategic Plan
(http://ec.europa.eu/food/safety/international affairs/standard setting bodies/oie/docs/e
u_comments 6th strategic plan_en.pdf), the EU suggests amending the glossary
definitions of ""Veterinary Services' and ""Veterinary Authorities' to explicitly mention
veterinary public health and zoonoses, as follows:

"Veterinary Authority

means the Governmental Authority of a Member Country, comprising veterinarians,
other professionals and para-professionals, having the responsibility and competence for
ensuring or supervising the implementation of animal health and welfare measures,
international veterinary certification and ether international standards, guidelines and
recommendations in the veterinary public health domains as referred to in the
Terrestrial Code and Aquatic Code in the whole territory."

"Veterinary Services

means the governmental and non-governmental organisations that implement animal
health and welfare measures and ether international standards, guidelines and
recommendations in the veterinar lic health domain referred to in th
Terrestrial Code and the ©4E Aquatic Arimal-Health Code in the territory. The
Veterinary Services are under the overall control and direction of the Veterinary
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Authority. Private sector organisations, veterinarians, veterinary paraprofessionals or
aguatic animal health professionals are normally accredited or approved by the
Veterinary Authority to deliver the delegated functions.*"

Indeed, the OIE standards which are to be implemented by the veterinary services of
OIE Members go beyond animal health and welfare, and encompass veterinary public
health including animal production food safety and zoonoses, as indicated in Section 6 of
the OIE Terrestrial Code. Moreover, as the term “aquatic animal health professionals”
has been defined in the glossary of the Aquatic Code, that term should be italicised when
used in the glossary of the Terrestrial Code. A similar comment is made on the glossary
of the Aquatic Code in the EU comments on the AAHSC September/October meeting
report.

4) Finally, the EU suggests the drafting of new horizontal chapters on vaccination policy
and contingency planning, which could be included in section 4 *"General
Recommendations: Disease Prevention and Control* of the Terrestrial Code. Indeed,
these principles are often referred to in the OIE Code, yet there is no definition or
general description of the different vaccination strategies (e.g. emergency vaccination,
ring vaccination etc.), and there are no horizontal recommendations regarding
contingency planning, which is a crucial element of disease prevention and control
strategies.

Topic

Action How to be managed Status (Sep 2014)

Restructuring of the Terrestrial Code, including
Harmonisation of the Terrestrial and Aquatic Codes

1) Work with AAHSC towards TAHSC & ITD 1) Ongoing
harmonisation, as appropriate, of the 2) Ongoing
Codes .
2) CH by di t 3) Ongoing
3) - Te_“amedi’ 'Se‘;"t_se aieg st_ , | 3 TAHSC & AWWG 4) Revised User’s guide for MC
) Revision and formatting of Section 4) TAHSC & SCAD 5) Ongoing

4) ReVISIOI.T of the ngrs guide 5 TAHSC with WG on
5) OIE policy on wildlife Wildlife & SCAD

Listed diseases

1) Criteria for listing ‘ TAHSC & SCAD & SIS ‘ 1) AHG to be convened

Evaluation of VS and OIE PVS pathway

Veterinary education aspect l TAHSC & AHG & ITD | Ongoing
Veterinary products (AMR)

1) Updating CH 6.9. TAHSC & SCAD & AHG 1) Ongoing

2) Updating CH 6.10. 2) Ongoing

3) Updating CH 6.7. 3) Ongoing
FMD

Revise chapter l SCAD & TAHSC | Revised CH for MC
AHS

Harmonisation with BT and EHD ‘ SCAD & TAHSC ‘ Ongoing

Horse diseases

1) International movement of competition | 1) AHG/SCAD & TAHSC | 1) Revised CH and draft certificate
horses for MC

2) Update Dourine CH 2) SCAD/TAHSC 2) Pending expert advice
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3) Update Glanders CH | 3) AHG/SCAD/TAHSC | 3) Revised CH for MC
CwD
Decision on listing (new CH) ‘ TAHSC & SCAD & AHG ’ Pending AHG on listing criteria
PRRS

New CH | TAHSC/SCAD/AHG | ongoing

Other Terrestrial Code texts on diseases in need of revision
Review CH on BSE SCAD/TAHSC Ongoing
Update BT and EHD in line with AHS SCAD & AHG Ongoing
Update CH on brucellosis AHG/SCAD & TAHSC Revised CH for MC
Update CH on tuberculosis AHG/SCAD & TAHSC Ongoing
Update CH on avian mycoplasmosis SCAD and TAHSC Seek expert opinion
Update CH on ASF SCAD Ongoing
Pet food certificate CH TAHSC On hold
Update CH on Scrapie TAHSC Ongoing

Animal production food safety
1) Collaboration with Codex 1) TAHSC and ITD 1) Ongoing
2) Taenia solium (Porcine cysticercosis) | 2) AHG & TAHSC 2) Draft new CH for MC
3) Salmonellosis in pig herds 3) AHG & TAHSC 3) Draft CH for MC
Animal welfare

1) Broiler production systems AWWG & AHGs 1) Revised CH 7.10. for MC
2) Dairy cattle production systems &TAHSC 2) Draft new CH for MC
3) CH7.5. and 7.6. 3) Ongoing
4) Disaster management 4) Ongoing
5)  Working equids 5) Draft CH for MC

Note: MC: Member comments; CH: chapter; Q: questionnaire; SURV: surveillance; ITD: International Trade
Department; S&T Dept: Scientific & Technical Department.
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Annex XXIV (contd)

ITEM, ANNEX, CHAPTER NUMBERS AND CURRENT STATUS

Provided
Item | Annex Chapter Title for GS83
comments
1 General comments
2 v User’s guide Sep 14 C
\% 5.1. General obligations related to certification Sep 14 C
3 VI Glossary Sep.14 C
1.2. Criteria for listing diseases
5 2.1. Import risk analysis
6 W 3.2. Evaluation of Veterinary Services Sep 14 C
Vil 46 Collgctlon and processing of bovine, small Sep 14 c
ruminant and porcine semen
7
IX 47 Collection and processing of in vivo derived Sep 14 c
embryos from livestock and equids
8 X 5.2. Certification procedures Sep 14 C
9 X 6.5 Prevention, detection and control of Salmonella in Sep 14 c
poultry
6.7 Harmonisation of national antimicrobial resistance E
o surveillance and monitoring programmes
10 6.9. Responsible and prudent use of antimicrobial E
Risk assessment for antimicrobial resistance
6.10 o . A : E
arising from the use of antimicrobials in animals
Xl 7% Animal welfare and dairy cattle production Feb 13 C
systems
Animal welfare and broiler chicken production
Xl 7.10. systems Sep. 14 C
XXV Report of AHG on disaster management I
11 New Animal welfare of working equids Sep 14
3.4. Veterinary legislation Sep 14
XV - - - C
Introduction to the recommendations for animal
7.1. Sep 14
welfare
XXVI Report of AHG on AW of working equids I
XXVII Report of AWWG I
12 XV X.X. Infection with Taenia solium Feb 14 C
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Annex XXIV (contd)

Provided
Item | Annex Chapter Title for GS83
comments
8.7. Foot and mouth disease
13 XVI 16 Procedure for self declaration and for official Feb. 13 c
o recognition by the OIE

14 XVII 8.13. Infection with Rift Valley fever virus Sep. 14 C
15 VI 8.4 :;fizti:m with Brucella abortus, B. melitensis and Sep. 14 C
16 XIX 10.4. Infection with avian influenza viruses Sep. 14 C
XX 12.10. Infection with B. mallei Sep. 14 C
17 XXI 4.16 High health status horse subpopulation Sep. 14 C
XXl Report of AHG on international horse movement Sep 14 C
18 15.X. Porcine reproductive and respiratory syndrome Feb 14 E
19 XXl New Prevention and control of Salmonella in pig herds Sep 14 C
XXVII Report of the AHG on Salmonella in pig herds I
20 XXIV Work programme C

A: proposed for adoption at 83rd General Session; C: For Member comments; E: under expert consultation (ad
hoc groups, Specialist Commissions, etc.), D: deferred to Feb 2015 meeting; I: For Member Country information.

List of abbreviations

AAHSC Aguatic Animal Health Standards Commission

AHS African horse sickness

APFSWG Animal Production Food Safety Working Group

AWWG Animal Welfare Working Group

EHD Epizootic haemorrhagic disease

FMD Foot and mouth disease

PPR Peste des petits ruminants

PRRS Porcine reproductive and respiratory syndrome
SCAD Scientific Commission for Animal Diseases
TAHSC Terrestrial Animal Health Standards Commission
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