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Dear Director General,
Please find here attached;

- the comments of the EU on the report of the September 2015 meeting of the OIE Terrestrial
Animal Health Standards Commission, for consideration at its next meeting in February 2016;

- the comments of the EU on the report of the October 2015 meeting of the OIE Aquatic
Animal Health Standards Commission, for consideration at its next meeting in February 2016;

- 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 2015.

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

Yours sincerely,

Dr Félix Wildschutz Dr Bernard Van Goethem
CVO and OIE Delegate Director for Veterinary and International affairs
Luxembourg European Commission, DG Health and Food Safety
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REPORT OF THE MEETING OF THE OIE
TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

Paris, 31 August-10 September 2015

EU comments

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

A number of general comments on this report of the September 2015 meeting of the Code
Commission are inserted in the text below, while specific comments are inserted in the text of
the respective annexes of the report.

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

The OIE Terrestrial Animal Health Standards Commission (the Code Commission) met at OIE Headquarters in Paris
from 31 August to 10 September 2015. The list of participants is attached as Annex 1.

The Code Commission thanked the previous Commission members for their great contribution during their term of
office. Particular thank was given to Dr Alejandro Thiermann for his 15-year presidency.

The Code Commission thanked the following Member Countries for providing written comments on draft texts
circulated after the Commission’s February 2015 meeting: Argentina, Australia, Canada, Chile, China, Chinese Taipei,
Japan, Korea, Mexico, New Zealand, Norway, Singapore, South Africa, Switzerland, the United Arab Emirates (UAE),
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 African Member Countries of the OIE. Comments
were also received from the International Coalition for Animal Welfare (ICFAW), the International Feed Industry
Federation (IFIF), the European Natural Sausage Casings Association (ENSCA) and the International Natural Sausage
Casings Association (INSCA).

The Code Commission reviewed Member Countries’ comments that had been submitted on time and amended texts in
the OIE Terrestrial Animal Health Code (the Terrestrial Code) where appropriate. The amendments are shown in the
usual manner by ‘double underline’ and ‘strikethrough” and may be found in the Annexes to the report. In Annexes 5, 6,
7 and 27, amendments made at this meeting are highlighted with a coloured background in order to distinguish them
from those made previously. The Code Commission considered all Member Countries’ comments and documented its
responses. However, because of the very large volume of work, the Commission was not able to draft a detailed
explanation of the reasons for accepting or not each of the comments received.

Member Countries are reminded that comments submitted without a rationale or obvious logic are difficult to evaluate
and respond to. Similarly if comments are resubmitted without modification or new justification, the Commission will
not, as a rule, repeat previous explanations for decisions. The Commission encourages Member Countries to refer to
previous reports when preparing comments on longstanding issues. The Commission also draws the attention of
Member Countries to those instances where the Scientific Commission for Animal Diseases (the Scientific
Commission) has addressed Member Countries’ comments and proposed amendments. In such cases the rationale for
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such amendments is described in the Scientific Commission’s report and the Code Commission encourages Member
Countries to review its report together with those of the Scientific Commission and ad hoc Groups.

Member Countries should note that texts in Part A of this report are submitted for comment. Comments received by the
deadline will be addressed during the Commission’s meeting in February 2016. The reports of meetings (Working
Groups and ad hoc Groups) and other related documents are also 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
the General Session. Comments should be submitted as specific proposed text changes, supported by a structured
rationale. Proposed deletions should be indicated in ‘strikethrensh’ 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 8th January 2016 to be considered at the February 2016
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 DEPUTY DIRECTORS GENERAL

The Code Commission met Dr Monique Eloit, Deputy Director General (Administration, Management, Human
Resources and Regional Activities) and Director General Elect, and Dr Brian Evans, Deputy Director General (Animal
Health, Veterinary Public Health, International Standards) on 31 August 2015. The Deputy Directors General welcomed
the newly elected Commission and discussed their expectations of the Commission over their three-year term of office.

Dr Evans highlighted the resolution adopted at the 83rd General Session to establish a performance evaluation
framework for the Specialist Commissions which will provide feedback to Member Countries on the performance of
each of the Specialist Commissions via the Council. He also recalled the strong request from Delegates for congruence,
coherence and effective sequencing of work between the Specialist Commissions which should be taken into account in
the scheduling of meetings, Specialist Commission representation on ad hoc Groups and reviews and improvements to
Specialist Commission procedures.

Dr Evans highlighted Delegates commitment to maintaining the two-year cycle of standard development, and that
requests for standard development or amendment in one year should be considered in exceptional circumstances only or
for minor updates.

Dr Eloit endorsed Dr Evans comments, and outlined her commitment as the Director General Elect. Dr Eloit highlighted
the importance of adapting the organisation and its various bodies to the developments of our time, in order to meet the
expectations of Member Countries for the effective implementation of the Sixth Strategic Plan adopted by the World
Assembly of Delegates in May 2015.

Dr Eloit noted that to put the Sixth Strategic Plan into effect and to safeguard the credibility of the Organisation (for
example when we are accountable to WTO) we must strengthen our excellence by increasing our reliance on science
and improving the transparency of our work.

Three major themes will be considered:

1) The composition of the Specialist Commissions and of the ad hoc Groups. Procedures for selecting experts will be
revised in order to:

a)  Enlarge the pool of experts, considering the various scientific domains of expertise,
b) Establish a coherent and accountable selection procedure for experts to be elected,
c) Prepare for the future by encouraging participation of young scientists.
2) Improvement in work coordination among the Specialist Commissions, in particular between the Code and the
Scientific Commissions, and of course the terrestrial and aquatic animal sectors: it is important that the inclusion

of a subject on a Specialist Commission agenda (as well as the decision to create an ad hoc Group and define its
terms of reference) be based primarily on the nature of the issue, rather than the OIE organisational chart.
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3) Optimisation of human resources to strengthen the skills of the Headquarters secretariats that support the
Specialist Commissions, to provide better support for the work of the Specialist Commissions, and consequently
make more efficient use of Specialist Commission members’ time.

Code Commission members expressed their enthusiasm and commitment to realise these goals, and clarified how they
may be achieved with several specific examples. They agreed that beyond standard drafting, the role of the Code

Commission was also to give advice on the interpretation and implementation of standards.

Finally Dr Eloit and Dr Evans thanked the Commission members for their commitment, promised their support, and
wished the Commission every success throughout their newly elected term of office.

MEETING WITH THE DIRECTOR GENERAL
The Code Commission met with the Director General on 8 September, 2015. Dr Vallat congratulated the Commission
members on their election and on behalf of the Member Countries wished them a successful three-year term. He
highlighted the importance of good communication and flexibility of approach between the Specialist Commissions to
ensure alignment between the Codes and the Manuals, and between the Aquatic and Terrestrial Animal Health Codes.
Dr Vallat reminded Commission members about the flexible approach that OIE has to the nomination of experts to ad
hoc Groups, and that he would welcome their nominations of experts to be considered for participation in ad hoc

Groups on subjects of particular interest to the Code Commission.

Dr Vallat highlighted the pressures from multiple quarters for updates to the standards on ASF and glanders, a new
model certificate for elite competition horses, and glossary definitions for OIE standards and guidelines.

Finally, Dr Vallat reminded the Commission members that the primary objective of OIE standards is effective disease
control.

The Commission Members again expressed their enthusiasm and commitment to the Code Commission, and the
President briefly updated Dr Vallat on progress with respect to the key issues identified.

B. ADOPTION OF THE AGENDA

The draft agenda circulated prior to the meeting was discussed, and several new agenda items were added. The adopted
agenda of the meeting is attached as Annex 2.

C. INFORMATION FOR NEW CODE COMMISSION MEMBERS
A compilation of information for new Code Commission members was reviewed and discussed. The Code Commission
members agreed this was a helpful introductory document, and that there would be value in updating it as and when
necessary to provide an on-going single source reference on the role of the Commission, and how it operates.

D. MEETING WITH THE BIOLOGICAL STANDARDS COMMISSION (1° September)

The President of the Code Commission was invited to meet with the Biological Standards Commission to discuss issues
of mutual interest, notably:

—  the progressive adoption of the convention for naming of OIE listed diseases agreed by the World Assembly of
Delegates in both the Codes and the Manuals;

—  update of the Code Commission work programme;
—  proposed deletion of Chapter 1.3.;
—  deletion of text in the Code that is duplicated in the Manual (e.g. testing methods for non-human primates); and

—  proposed new glossary definitions for OIE standards, OIE guidelines, vaccination, vaccination programme,
emergency vaccination and routine vaccination.
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E. REPORT ON THE JOINT MEETING OF THE CODE COMMISSION AND
THE SCIENTIFIC COMMISSION (8" September)

The Code Commission and the Scientific Commission met on 8" September to discuss issues of mutual interest. The
minutes of this joint meeting are attached as Annex 3.

The President of the Code Commission was also invited to meet with the Scientific Commission on 10™ September in
order to discuss the outcome of the meetings and the work programme.

Item 1

Item 2

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

General comments of Member Countries
General comments were received from New Zealand.

In answer to a Member Country’s comment, the Code Commission asked OIE Headquarters to make ad hoc
Group reports more easily accessible.

User’s guide
Comments were received from Australia and EU.

In response to a Member Country’s suggestion to change ‘is’ to ‘are’ in the final sentence of section B point
7 the Code Commission noted that ‘is’ is correct for the singular ‘range’.

In anticipation of the proposed transfer of the OIE List to a new chapter, and at Member Countries’
suggestion, the Code Commission included reference to Chapter 1.2 bis in the second paragraph of Section C
point 2.

The Code Commission did not accept a Member Country’s suggestion to add the words ‘unless based on risk
analysis’ to the end of the third paragraph of Section C point 4, since this point is already included in the first
paragraph of Section C point 4. However the Code Commission accepted Member Countries’ suggestion to
revise the language in this paragraph on safe commodities taking account of the recently adopted glossary
definition of ‘safe commodity’. The Code Commission did not accept Member Countries’ suggestion to
delete ‘or zone’ from the first sentence on safe commodities but amended the text to read ‘or zone of origin’.

The Code Commission did not accept Member Countries’ suggestion to change ‘because of” to ‘owing to’
given they are synonymous.

The language in point 5b of Section C was amended to align with the amendments made to the third
paragraph of point 4 of Section C.

After discussion within Headquarters, the Code Commission added the following new text at the beginning
of Section C point 3 Prevention and Control to clarify expectations for the establishment of free zones and
compartments: “Chapters 4.3 and 4.4 describe the measures which should be implemented to establish zones
and compartments. Zoning and compartmentalisation should be used to control diseases and to facilitate safe
trade.”

For the same reason the Code Commission introduced new text specifically referencing zones and
compartments to the second paragraph of Section C point 5.

The revised User’s guide is attached as Annex 4 for Member Countries’ comments.

EU comment

The EU thanks the OIE and in general supports the proposed changes to the User's Guide.
One comment is inserted in the text of Annex 4.

Item 3

Glossary
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Comments were received from Argentina, Australia, EU, Singapore, Switzerland and USA.

Having simplified the definition of stamping-out policy the Code Commission supported a Member
Country’s general comment to work on the development of a new standard for management of disease
outbreaks, and requests that the Director General convene an ad hoc Group to advance this work.

Acceptable risk
Since this term is not used in the Code, the Code Commission proposes it be deleted from the glossary.
Appropriate level of protection

Since this term is used only in one chapter of the Code, the Code Commission proposes it be deleted from the
glossary.

Casings

The Code Commission reviewed Member Countries’ comments and communications from INSCA and
ENSCA (Community Guide to Good Practice for Hygiene and the application of the HACCP principles in
the production of natural sausage casings, 2014) and on that basis revised the definition of casings to give
more precision to the definition of organs and treatments commonly used in the production of casings. The
Code Commission did not accept Member Countries’ suggestions to include occasionally-traded tissues as
beyond the scope of the proposed new definition and not congruent with industry practices.

Safe commodity

The Code Commission did not accept Member Countries’ suggestion to delete the words ‘or zone’ from the
safe commodity definition since recognition of safe commodities is made irrespective of the maintenance of
the specific animal health status of zones. No change is proposed to the current glossary definition of safe
commodity.

Stamping-out policy

In response to Member Countries’ comments, the Code Commission simplified and clarified the definition of
stamping-out policy by deleting from point (a) the words “this includes all susceptible animals, vaccinated or
unvaccinated, on infected establishments” and rewording point (b) to read ‘The destruction of carcases and

>

animal products, as relevant by rendering.... .
Infection and infestation

The Code Commission did not accept a Member Country’s suggestion to delete the definition of infestation
and align the definition of infection with that used in the Aquatic Animal Health Code. The Code
Commission considers it is important to retain the distinction between infection for internal parasites, and
infestation for external parasites in the Terrestrial Animal Health Code for diseases where a parasite does not
live within the animal, such as small hive beetle.

OIE Standards and OIE Guidelines

Further to the discussion on this subject at the joint meeting between the Code Commission and the Scientific
Commission in February 2015, and in support of the suggestion from the Director General to develop a
definition of OIE Standards the Code Commission developed new definitions for OIE Standards and OIE

Guidelines, jointly with the Biological Standards and Scientific Commissions.

Once these definitions are adopted the use of these terms throughout the Code will be reviewed and aligned
with the adopted definitions.

Vaccination, Vaccination Programme, Emergency Vaccination and Routine Vaccination

Following the discussion on vaccination at the February 2015 Code Commission meeting, the work the
Biological Standards Commission has undertaken on vaccine banks, and a request from OIE Headquarters,
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the Code Commission developed a modified definition for vaccination and new draft definitions for
vaccination programme, emergency vaccination, and routine vaccination, which were referred to the
Biological Standards Commission and the Scientific Commission for review. These draft definitions have
then been forwarded to OIE Headquarters to be included in the documents for the ad hoc Group on
vaccination. The Code Commission expects to review comments on these draft definitions from these Groups
at its February 2016 meeting, and then circulate them for Member Countries’ comments.

Transmission

The Code Commission discussed the relevance of adding a definition of transmission to the glossary, and
concluded it is unnecessary. It confirmed that transmission means the transfer of a pathogenic agent from one
animal to another.

The revised and new glossary definitions are attached as Annex 5 for Member Countries’ comments.

EU comment

The EU thanks the OIE and in general supports most of the proposed changes to the glossary.

However, important comments are inserted in the text of Annex 5.

Item 4

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

Comments were received from Argentina, Canada, EU, Mexico, New Zealand, Norway, Switzerland and
USA.

In response to a Member Country’s comments on the alignment of Chapters 1.1. of the Terrestrial and
Aquatic Animal Health Codes the Code Commission noted:

—  the Oxford English Dictionary definition of aetiological agent is sufficient,

—  criteria for listing diseases have been aligned in both Codes,

— the distinction between infection and infestation is relevant in the Terrestrial Animal Health Code.

To facilitate precise notification of disease events by Member Countries, the Code Commission refined a
draft Headquarters definition of ‘event’ proposed for inclusion in Chapter 1.1. of the Code.

The Code Commission accepted a Member Country’s suggestion to cross reference Article 1.1.4. point 2b to
Chapter 1.2. for clarity.

The Code Commission added a new point 3 to Article 1.1.4. in response to a Member Country’s suggestion
for clarification of the need for a final report for emerging diseases, and removed unnecessary words from
point 2 of Article 1.1.3. to align with this point.

The Code Commission did not accept a Member Country’s suggestion to replace Veterinary Authority with
Competent Authority in Article 1.1.5. point 1 since the authority responsible for OIE notification is the
Veterinary Authority. It also did not accept the suggestion to add ‘compartment’ to this article since
compartments cease to exist once infection occurs in them.

In response to a Member Country’s comment the Code Commission removed unnecessary words and
simplified the language of Article 1.1.5. point 2 to improve clarity.

Having proposed a definition of event for use in Chapter 1.1., the Code Commission revised the wording of
Article 1.1.6. to avoid use of the word ‘events’ in this article in a manner that is inconsistent with the

proposed new definition.

The revised Chapter 1.1. is attached as Annex 6 for Member Countries’ comments.

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

Comments are inserted in the text of Annex 6.

Item 5

Criteria for the inclusion of diseases, infections and infestations in the OIE list (Chapter 1.2.)

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

The Code Commission did not accept a Member Country’s proposal to revise the order of the criteria since it
believes the logic of putting the ‘and’ criteria before the ‘or’ criteria significantly improves the readability
and comprehension of the complete list of criteria. Similarly the Code Commission did not accept a Member
Country’s suggestion to retain the explanatory notes previously used in the Aquatic Animal Health Code
since it considers these notes are better included in the Terms of Reference for ad hoc Groups convened to
apply the listing criteria rather than in the Code chapter texts.

The Code Commission did not accept Member Countries’ suggestion to replace ‘reliable means of detection’
with ‘scientifically proven method of detection’ in Article 1.2.2. point 3 since reliability is the primary
requirement of the criterion.

In response to Member Countries’ comments the Code Commission revised the wording of Article 1.2.2.
point 4c to improve clarity. It did not accept a Member Country’s suggestion to delete reference to
production losses since these are important in a range of situations where wildlife contribute directly to
income.

The revised Chapter 1.2. is attached in Annex 7 for Member Countries’ comments.

EU comment

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

Comments are inserted in the text of Annex 7.

Diseases Listed by the OIE (Chapter 1.2.bis)

In response to Member Countries’ comments the Code Commission re-numbered the articles in this draft
chapter to align with established Code format.

The Code Commission also updated listing names to align with the names of recently adopted chapters, and
where necessary corrected the spelling of listed diseases to align with that used by the International
Committee on Taxonomy of Viruses. (While the OIE uses UK English, the International Committee on
Taxonomy of Viruses uses US English). Providing these spelling changes are accepted, consequential
changes will subsequently be made throughout the relevant chapters of the Code and the Manual.

The revised draft new Chapter 1.2.bis is attached in Annex 7 for Member Countries’ comments.

EU comment

The EU thanks the OIE and in general supports this proposed new chapter.

Comments are inserted in the text of Annex 7.

Item 6

Prescribed and alternative diagnostic tests for OIE listed diseases (Chapter 1.3.)
With systematic referencing to the Manual in the disease-specific chapters of the Code and the explanation of
the use of the various tests in the Manual, and after discussion with the Biological Standards Commission,

the Code Commission considers Chapter 1.3. is now redundant and proposes to delete it from the Code.

The proposed deletion of Chapter 1.3. is attached as Annex 8 for Member Countries’ comments.

EU comment
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The EU supports the proposed deletion of this chapter.

Item 7  Procedures for self-declaration and for official recognition by the OIE (Chapter 1.6.)

In response to Headquarters’ comments the Code Commission agreed to correct several reference errors
throughout this chapter to the correct chapter reference of the Manual.

The Code Commission also removed the incorrect numeral 7 in Article 1.6.1. for the stand alone point that is
not one of the subjects that Member Countries can request OIE official recognition for.

The Code Commission considered that the questionnaires for each disease in this chapter should be
independent chapters, and decided to include this issue in its work programme.

The relevant parts of the revised Chapter 1.6. are attached in Annex 9 for Member Countries’ comments.

EU comment

The EU does not support the proposed changes to this chapter. For rationale, see the EU
comment inserted in the text of Annex 9.

Furthermore, it is not clear what the amendment in Article 1.6.1. described in the
introduction to the report consists of, as no text is marked with double underline / strike
through in that article.

Item 8 Evaluation of Veterinary Services (Chapter 3.2.)
Comments were received from EU.

In response to Member Countries’ comment the Code Commission added a new clause to Article 3.2.14.
point 7b to include animal welfare inspections at the export and import of animals.

The relevant part of the revised Chapter 3.2. is attached as Annex 10 for Member Countries’ comments, and
the report of the ad hoc Group meeting on evaluation of Veterinary Services in April 2015 is attached as
Annex 30 for Member Countries’ information.

EU comment

The EU thanks the OIE for its work on Article 3.2.14. of this chapter and can support the
proposed change.

Item 9  High health status horse subpopulation (Chapter 4.16.) and Model veterinary certificate

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

After a thorough review of all Member Countries' comments, a number of which expressed concerns over the
discrepancies between some requirements of the certificate and the current Code chapters and the fact that the
certificate as proposed is no longer a "model" but rather a "fit-for-purpose" document, the Code Commission
together with the Scientific Commission proposed that, at this stage and for the time being, the document
"Model veterinary certificate for the international movement of not more than 90 days of a high health high
performance horse for competition or races" be included in the "Handbook for the management of HHP
horses", which has three parts, “Principles”, “Biosecurity” and “Certification”.

Member Countries are invited to refer to the report of the Scientific Commission meeting in order to consider
jointly the Handbook and a revised version of the certificate, which takes into account Member Countries'
comments.

‘ EU comment

| The EU notes with surprise that a "Handbook for the management of HHP horses" has been
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published on the OIE website, without having previously been circulated for member country
comments. That procedure is very unlike the one commonly used by the OIE for documents
of such relevance.

Furthermore, the EU notes that its previous comments on the model veterinary certificate
have again not been taken into account. No explanation for not accepting these comments has
been provided in the SCAD report, nor in the ad hoc group reports attached thereto. The EU
would be interested to know how member country comments have been dealt with, and if they
have been examined by the ad hoc group at all, as no information on this is provided
anywhere in the said reports. From a procedural point of view, it is highly questionable to
elide member country comments received in the framework of OIE standard setting by
simply turning the respective draft standard into a guideline published on the OIE website
without further notice. And the OIE now in earnest appeals to member countries to actually
use that guideline in practice.

The EU finds this approach highly regrettable and likely not conducive to the implementation
of the HHP concept in member countries. Furthermore, the EU requests the OIE to consider
its comments on the draft model veterinary certificate for HHP horses, submitted further to
the February 2015 meeting report of the Code Commission. These comments are available on
the following webpage (p. 37 — 43):

http://ec.europa.cu/food/safety/international affairs/standard setting bodies/oie/docs/food sa
fety int oie eu comments tahsc report 201502 201509 en.pdf

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

Supporting a suggestion of the Director General, the Code Commission updated and revised Chapter 5.3. to
take into account comments of recent WTO DSB panels and to remove unnecessarily discursive text, and

further edited the chapter to align with established Code format.

The revised Chapter 5.3. is attached as Annex 11 for Member Countries’ comments.

EU comment

The EU in general supports the proposed changes to this chapter. Comments are inserted in
the text of Annex 11.

Item 11 Veterinary Public Health: Antimicrobial resistance

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

Comments were received from Australia.

In response to a Member Country’s comments the Code Commission deleted repetitive sentences from
Article 6.7.3., points 3 and 5.

b) Monitoring of the quantities and usage patterns of antimicrobial agents used in food-producing
animals (Chapter 6.8.)

The Code Commission reviewed the report of the ad hoc Group meeting to set up a global database on
the use of antimicrobial agents in animals held in August 2015 and, as a consequence, proposed to add a
definition of ‘therapeutic use of antimicrobial agents’ for use in Chapter 6.8. based on the adopted text in
Chapter 6.6.

The report of the ad hoc Group is attached to the report of the Scientific Commission. The amended
Chapters 6.7. and 6.8. are attached as Annexes 12 and 13 for Member Countries’ comments.
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EU comment

The EU can support the proposed changes to these chapters. However, as regards Chapter
6.7., the changes proposed seem rather unnecessary. The EU in general invites the Code
Commission to concentrate on its priorities, and to avoid repeatedly amending the same
chapter, unless required further to e.g. new scientific developments.

Item 12 Veterinary Public Health: Zoonoses and Food Safety

a)

b)

)

Draft new chapter on prevention and control of Salmonella in commercial cattle production
systems (Chapter 6.X.)

Draft new chapter on prevention and control of Salmonella in pig herds (Chapter 6.X.)
The Code Commission reviewed Member Countries’ comments on both of the above draft chapters
prior to be referred to the ad hoc Group scheduled to be convened in December 2015. The Code

Commission expects to review the ad hoc Group report at its February 2016 meeting, and will then
circulate the revised chapters for Member Countries’ comments in the February 2016 meeting report.

Infection with Trichinella spp. (Chapter 8.16.)
In response to advice from Headquarters the Code Commission updated the cross references to the
Codex text so that they now refer to the recently adopted Codex Guidelines for the control of

Trichinella spp. in meat of Suidae (CAC/GL 86-2015).

The Code Commission also amended the language of the definition in paragraph 5 of Article 8.16.1. to
align with the chapter title.

The revised Chapter 8.16. is attached as Annex 14 for Member Countries’ comments.

EU comment

The EU supports the proposed changes to this chapter.

d)

Infection with Taenia solium (Chapter 15.3.)
Comments were received from Australia, EU and USA.

In response to Member Countries’ comments the Code Commission amended the language of the first
paragraph of Article 15.3.1. to more clearly define infection with 7. solium.

In response to Member Countries’ comments the Code Commission also added a new point d to Article
15.3.3. and additional words to the previous point d (now point ¢) to provide additional detail for
avoiding transmission of 7. solium eggs from humans to pigs.

Based on common practices of post-mortem inspection in several Member Countries, the Code
Commission also proposed new less prescriptive wording that can be more practically implemented for
Article 15.3.3. point 2b.

In response to Member Countries’ comments the Code Commission also expanded the scope of the last
sentence of Article 15.3.3.

Following consultation with the ad hoc Group and an expert, the treatment temperature in Article 15.3.6.
was amended to 60°C. The Code Commission recommends that the WHO / FAO / OIE Guidelines for
the Surveillance, Prevention and Control of Taeniosis / Cysticercosis (available at
http://www.oie.int/doc/ged/D11245.PDF) be revised to reflect this current practice and advice.

The revised Chapter 15.3. is attached as Annex 15 for Member Countries’ comments.

EU comment
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The EU supports the proposed changes to this chapter.

e) Terms of reference for the Animal Production Food Safety Working Group
The Code Commission reviewed the terms of reference drafted for the scheduled revision of Chapters
6.1. and 6.2. by the APFSWG at its next meeting. The APFSWG is expected to propose amendments
where needed or to determine the necessity of further expert advice.

Item 13 Animal welfare

a) Slaughter of animals (Chapter 7.5.)
Comments were received from AU-IBAR, Australia and EU.
The Code Commission reviewed Member Countries’ comments on Article 7.5.7. point 3b (electrical
stunning of birds using a water bath) and decided to wait for the report of the ad hoc Group scheduled to
meet in October 2015 before considering this point further.
The Code Commission supported the Animal Welfare Working Group recommendation to delete all
figures and photos in Article 7.5.7., given that they are more appropriately included in a handbook than
the Code, and the range of minor variations of these recommendations available in the literature, with no

consensus on a single figure for the species included.

The Code Commission moved texts describing the signs of correct stunning and a captive bolt under
‘figure 5’ in Article 7.5.7. point 5 to point 2 of the same article to improve readability.

The revised part of Chapter 7.5. is attached as Annex 16 for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work on this chapter. The EU can support the deletion of the
diagrams. We do however ask that the webpage with reference to the HSA handbook is
developed first, and that the diagrams are retained until this work has been completed. Then
it will also be possible to insert in the chapter a reference to where the diagrams may be
found. In addition the EU does have a few comments as indicated in the text of Annex 16.

b) Killing of animals for disease control purposes (Chapter 7.6.)

The Code Commission supported the addition of equids to the table in Article 7.6.5., and appropriate
cross referencing to equids in Articles 7.6.6., 7.6.7. and 7.6.15., as recommended by the ad hoc Group on
working equids.

The Code Commission also supported the Animal Welfare Working Group’s recommendation to delete
“figures 1-4” in Article 7.6.8. point 2f, “figure 5” in Article 7.6.10. and the pictures included at the end of
Article 7.6.13., for the same reasons proposed for the deletion of figures from Chapter 7.5.

The Code Commission also deleted the ‘/’ and the term ‘and/or’ throughout the chapter and replaced
each with ‘and’ or ‘or’ as appropriate.

The revised parts of Chapter 7.6. are attached as Annex 17 for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work on parts of this chapter and especially for including
possible killing methods for equids in the table below. The EU can support the deletion of the
diagrams and photos and other linguistic changes proposed. We do however ask that the
webpage with reference to the HSA handbook is developed first, and that the diagrams and
photos are retained until this work has been completed. Then it will also be possible to insert
in the chapter a reference to where the diagrams and photos may be found. In addition the
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EU does have a few comments as indicated in the text of Annex 17.

<)

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

The Code Commission decided to forward a Member Country’s ethological comments on Articles
7.10.3. and 7.10.4. to the Animal Welfare Working Group for review.

In response to Member Countries’ suggestion the Code Commission revised Point 2k of Article 7.10.4.,
to more accurately incorporate the considerations included in this point. The Code Commission noted,
however, that unlike in other species production systems, genetic selection is not directly applied in
broiler chicken production, but rather in the source genetic stock lines.

The amended Article 7.10.4. is attached as Annex 18 for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work on this draft chapter. We can in general support the
proposed change in Article 7.10.4.

d)

Animal welfare and dairy cattle production systems (Chapter 7.11.)
Comments were received from AU-IBAR, Australia, EU and USA.

In response to Member Countries’ general comments the Code Commission noted that the OIE chapters
on animal welfare and production systems are all based on a range of measurables that may be selected
and recorded according to what is appropriate for the type of herd.

The Code Commission amended the text on ‘mortality and culling rates’ and ‘changes in body weight,
body condition and milk yield’ in Article 7.11.4. in response to a Member Country’s suggestions to
improve syntax.

The Code Commission accepted a Member Country’s suggestion to change the title of Article 7.11.5., to
‘Recommendations’ to align with Chapter 7.9. and make it clearer.

The Code Commission divided the previous Article 7.11.5., into 3 separate Articles (7.11.5., 7.11.6., and
7.11.7.) to align with the well-received format proposed in the draft chapter on the welfare of working
equids.

In response to a Member Country’s suggestion the Code Commission deleted the unnecessary word
‘relevant’ from the new Article 7.11.5.

The Code Commission accepted Member Countries’ suggestion to refer to ‘animal welfare and animal
health’ in place of ‘animal health and welfare’ throughout this chapter since welfare is the primary
purpose of the chapter and health is part of welfare.

The Code Commission did not accept a Member Country’s suggestion to delete ‘wet coat’ from point 3
of Article 7.11.6. on air quality since ‘wet coat’ can be an indicator of poor air quality due to high
humidity.

The Code Commission did not accept a Member Country’s repeated comment suggesting the deletion of
the need for individual lying spaces since this is a consequence of an outcome based measure requiring
that ‘all cattle should have sufficient space to lic down at the same time’ specifically recommended by
the AWWG, as noted in the following excerpt from the AWWG report:

“Prof. Fraser noted in relation to a Member Country comment on the rationale to modify the text on
space requirements for housed dairy cattle that the recommendation is based on essential housing
design. He explained that in this case the need for space to lie could be understood as an outcome
measure which directly impacts on animal behaviour.”
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To further emphasise this outcome-based measure (and in response to Member Countries’ suggestion)
the Code Commission included use of lying areas in the examples of outcome-based measurables for
point 5 of this article.

The Code Commission did not accept a Member Country’s suggestion for more prescriptive and
subjective language on tethering.

At Member Countries’ suggestion the Code Commission included ‘emergency killing of animals
according to Chapter 7.6.” in point 7 of Article 7.11.6.

In new Article 7.11.7. point 1b the Code Commission accepted Member Countries’ suggestion to replace
‘hooves and claws’ with ‘feet’, which includes them.

The Code Commission did not accept Member Countries’ suggested qualification that vaccinations and
other treatments (point 1b of Article 7.11.7.) should only be carried out if they will improve animal
health or welfare, since treatment outcomes cannot be guaranteed, and the current qualification of
veterinary or other expert advice ensures use of vaccinations and other treatments is evidence based.
However the text was aligned with Article 7.10.4. point 1b (broiler production).

The Code Commission accepted a Member Country’s suggestion to further qualify the provisions for
movement of non-ambulatory cattle, and added ‘as quickly as possible’, as used in Chapter 7.6.

The Code Commission revised the colostrum feeding recommendations taking account of Member
Countries’ suggestions and the provisions in Chapter 7.9. on this subject, and current knowledge and
practices.

The Code Commission did not accept a Member Country’s suggestion to delete the requirement for a dry
navel before transport since this is a very commonly accepted indicator of fitness for travel that is also
included in Chapters 7.2. and 7.3.

The Code Commission did not accept a Member Country’s suggestion to add new text on early
separation before bonding is established, since that is already included in point 10 of this article.

In response to a Member Country’s suggestion the Code Commission added text to point 11 of Article
7.11.7. to recognise the health benefits of individual calf housing facilities for very young calves.

The Code Commission amended point 13 on painful husbandry procedures in response to Member
Countries’ comments and to align with Chapter 7.9.

The Code Commission did not accept a Member Country’s suggestion to delete the statement that
selection of polled cattle is preferable to dehorning because this is widely practised.

The revised Chapter 7.11. is attached as Annex 19 for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work on this chapter. The structural changes introduced with
the new Articles 7.11.6 and 7.11.7 have helped improve its readability. We can in general
support the proposed changes but do have some comments as indicated in the text of Annex

19.

e)

Draft new chapter on the welfare of working equids

Comments were received from AU-IBAR, Canada, Chile, China, EU, Japan, New Zealand, Norway,
Switzerland, Thailand, Uruguay, USA and ICFAW.

The ad hoc Group revised the draft chapter taking into account all comments received. Its meeting report
explaining the rationale for their revision is appended to this report as Annex 31.
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The Code Commission reviewed the ad hoc Group’s revision, and edited it further to align with
established Code chapter structure and format.

The revised chapter is attached as Annex 20 for Member Countries’ comments.

EU comment

The EU thanks the OIE for its work on this draft chapter. The many structural changes
introduced have improved its readability. We can in general support the proposed changes
but do nevertheless have specific comments as indicated in the text of Annex 20.

Item 14

f)

)

h)

Report of the Animal Welfare Working Group

The Code Commission reviewed the report of the June 2015 meeting of the Animal Welfare Working
Group, which is attached as Annex 32 for Member Countries’ information.

Disaster risk reduction and management in relation to animal health and welfare and veterinary
public health

Comments were received from EU and ICFAW.

The Code Commission reviewed the draft guidelines on disaster risk reduction and management in
relation to animal health and welfare and veterinary public health. It commended and endorsed the work
of the ad hoc Group, and proposed improvements to the text taking into account all comments received.

The Code Commission noted that these guidelines are intended for publication on the OIE website and in
hard copy, but not in the Code.

The draft guidelines is attached as Annex 33 for Member Countries’ information.

Collaborating Centre Twinning Proposal on animal welfare between Italy and South Africa
Headquarters presented an application for twinning on animal welfare between The Istituto
Zooprofilattico Sperimentale dell’Abruzzo e del Molise “G.Caporale” and the University of Pretoria

Faculty of Veterinary Science to the Code Commission.

The Commission agreed the project subject matter was relevant and timely with significant potential to
assist the implementation of OIE animal welfare standards in the African region.

Harmonisation of chapters on vector-borne diseases

a)
b)

©)

Infection with bluetongue virus (Chapter 8.3.)

Infection with epizootic hemorrhagic disease virus (Chapter 8.7.)
Infection with Rift Valley fever virus (Chapter 8.14.)

Comments were received from Australia and EU.

In response to Member Countries’ comments the Code Commission reviewed and edited these chapters
for consistency between each of them and with established Code format.

The Code Commission noted the Member Countries’ proposal to exclude “non-pathogenic serotypes”
of BTV from Chapter 8.3. and sought advice from the Biological Standards Commission.

The revised Chapters 8.3., 8.7., and 8.14. are attached as Annexes 21, 22 and 23 for Member Countries’
comments.

EU comment

The EU thanks the OIE and in general supports the proposed changes to these chapters.
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As regards Chapter 8.3., the EU notes with appreciation that the Code Commission has
requested assistance from the Biological Standards Commission regarding the previous EU
comment on the need to exclude non-pathogenic serotypes of Bluetongue form the case
definition. The EU looks forward to this important issue being addressed in this Code chapter
in the near future. Comments are inserted in the text of Annex 21.

As regards Chapter 8.7., specific comments are inserted in the text of Annex 22.

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

The Code Commission did not accept Member Countries’ comments seeking a revision of this chapter to
make distinct provisions for the three named species of Brucellae. The reason for combining the previous
three Brucella chapters into one is found in the report of an ad hoc Group which met in July 2011. Its report
is attached to the August-September 2011 meeting of the Scientific Commission and the relevant section is
quoted below:

“Following an in depth discussion on this issue and options available for brucellosis, the Group
expressed some concerns about the implications of such new approach for brucellosis. Some pros and
cons of having separate chapters for Brucella abortus, Brucella melitensis and Brucella suis versus
combining all Brucellae into one Terrestrial Code chapter were debated. One of the main arguments
for addressing the three Brucella species together in one chapter was that the three Brucella species of
concern (B. abortus, B. melitensis and B. suis) were genetically so homologous that they could be
considered as a single bacteria species. The taxonomy reflected more the history of the control of the
disease than the molecular biology (genetics) of the agent. In some countries, B. abortus was the only
species infecting cattle. On the contrary, in most countries, where several animal species are in
contact, B melitensis and sometimes B. suis were frequently isolated from and causing disease in
several species, including cattle. In addition, in many countries two or three of these Brucella species
could co-exist in the same animal species, particularly in cattle. In light of these facts, B. melitensis or
B. suis represented sometimes the most important species causing brucellosis in cattle. Moreover,
control and eradication programmes (including those officially recommended by international
organisations) were essentially based on serological testing which did not differentiate between the
three Brucella species in cause. Furthermore, all of these three Brucella species were causing
Brucellosis infection in humans.”

The Code Commission noted a Member Country’s suggestion to develop an article in this chapter for feral
and wild pigs, and game meat, and recommends that these subjects are addressed next time the chapter is
reviewed. Additional suggestions for minor editorial improvements will be addressed at the time of the next
review.

In response to Member Counties’ request for provisions for country freedom from infection with B. abortus,
B. melitensis, and B. suis in pigs, the Code Commission recalled that the ad hoc Group found it impossible to
provide conditions for country freedom in pigs. The following text is extracted from their report:
“General provisions of Brucella freedom should apply by category of animals, i.e. to all five
categories, while provisions requiring serological testing could not be applied to porcines. The
diagnostic sensitivity and specificity of serological tests in porcines were not considered suitable in
the context of the Terrestrial Code.”

The Code Commission concluded that drafting of country and zone freedom requirements for pigs must
await development of reliable diagnostic tests.

Item 16 Infection with foot and mouth disease virus (Chapter 8.8.)
Comments were received from AU-IBAR, Australia, China and Japan.

The Code Commission referred a Member Country’s comment on available NSP tests to the Biological
Standards Commission for consideration.
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In response to Member Countries’ request for consideration of development of provisions for compartments
free from FMD with vaccination, the Code Commission noted that the available risk management options are
insufficient to maintain compartments free from FMD with vaccination. Both the Code Commission and the
Scientific Commission agree that greater assurance that vaccines effectively prevent infection would be
needed to make this a viable option.

In order to align with language in other chapters recently adopted, the Code Commission agreed to use the
phrases ‘transmission of FMDV’ instead of ‘FMDYV transmission’ and ‘country, zone or compartment free
from FMD’ instead of ‘FMD free country, zone or compartment’ throughout the chapter. (Chapter 1.6 will be
updated accordingly when this format is adopted in Chapter 8.8.).

The Code Commission removed unnecessary words, corrected punctuation, and reworded multiple points
through multiple articles in response to Member Countries’ comments to improve syntax, clarity, and
consistency of presentation with established Code text, structure and format.

In Article 8.8.1. point 3b the Code Commission accepted a Member Country’s suggestion to remove the
unnecessary word ‘viral’.

Point 4 of Articles 8.8.2. and 8.8.3. was reworded and simplified in response to a Member Country’s
comments.

Member Countries’ proposal to revise point 6 and the last paragraph of Article 8.8.6. was considered, by the
Code Commission together with some Member Countries’ general comments. However, because of the
generic implications of such a change for multiple chapters it considered that the generic work planned or
already underway on vaccination, zoning and managing outbreaks is likely to be relevant to this issue and
inform future updates of this article.

The Code Commission did not accept a Member Country’s suggestion to refer to evidence of ‘transmission
or infection’ rather than ‘infection’ in Article 8.8.7., because of the established principle that in a country
where vaccination is not practised demonstration of absence of infection is required, and in a country where
vaccination is practised demonstration of absence of virus transmission is required.

The Code Commission made editorial changes to correct syntax in Articles 8.8.8. and 8.8.9.

The Code Commission accepted a Member Country’s suggestion to amend Article 8.8.15. point 1c(i) and
similar clauses in Articles 8.8.16. and 8.8.19., to improve readability (and align with Article 8.8.22.).

The Code Commission accepted a Member Country’s suggestion to amend Article 8.8.16. point 1b and the
similar clause in Article 8.8.22., to improve readability.

The Code Commission did not accept a Member Country’s suggestion to add ‘where an official control
programme exists’ to the titles of Articles 8.8.16., 8.8.20., 8.8.23., 8.8.26., 8.8.27., 8.8.28. and 8.8.30.,
because the risk mitigation provisions in those articles are sufficient for safe trade in the absence of an
official control programme.

In Article 8.8.21., the Code Commission accepted a Member Country’s suggestion to remove unnecessary
words. However they did not accept Member Countries’ suggestions to replace °...inspections with
favourable results’ with ‘inspections with no evidence of FMD’ in this article, or elsewhere, because the
phrase “...inspections with favourable results’ is an established Code format used with ante and post mortem
inspection throughout the Code that in this chapter clearly means the absence of signs of FMD.

In answer to a comment from Member Countries suggesting specific surveillance recommendations be
included in Article 8.8.22., the Code Commission noted that surveillance recommendations for FMD are
included in Articles 8.8.40., 8.8.41., and 8.8.42., and can be applied in this specific situation too.

In Article 8.8.32., the Code Commission clarified that recommendations 1, 4 and 5 are for wool only.

The Code Commission did not accept a Member Country’s suggestion to change the minimum time for

HTST to 17 seconds in Article 8.8.35. point 2, because the most recent scientific data validates the current
minimum time recommendation of 15 seconds.
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The Code Commission accepted a Member Country’s proposal to use ‘wildlife’ consistently in Article
8.8.37.

The Code Commission also accepted a Member Country’s proposal to rephrase point 5 of Article 8.8.39., and
to simplify the wording of the third paragraph of Article 8.8.40. point 2.

In the first paragraph of Article 8.8.41., the Code Commission replaced Veterinary Authority with Veterinary
Services which is the relevant term in this case.

The Code Commission also made minor amendments to Article 8.8.42. in response to Member Countries’
suggestions to improve syntax and readability.

The revised Chapter 8.8. is attached as Annex 24 for Member Countries’ comments.

EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter. One
comment is inserted in the text of Annex 24.

Item 17 Infection with Mycobacterium tuberculosis complex (draft new Chapter 8.X.)

The rationale for this new chapter is contained in the reports of the Scientific Commission and the ad hoc
Group commissioned to develop it.

The revised draft chapter received from the Scientific Commission was reviewed and amended by the Code
Commission, and edited to align with established Code chapter structure and format.

The draft Chapter 8.X. is attached as Annex 25 for Member Countries’ comments.

EU comment

The EU in general supports this new merged chapter. Comments are inserted in the text of
Annex 25.

Item 18 Infection with avian influenza viruses (Chapter 10.4.)

Comments were received from Australia, EU and USA, including recommendations from the International
Conference on Avian Influenza and Trade held in Baltimore, Maryland in June 2015.

In response to a Member Countries’ request for an ad hoc Group to be convened to update this chapter, the
Code Commission noted the generic work planned or underway on vaccination, zoning and outbreak
management, which is expected to address the key recommendations and requests from the International
Conference on Avian Influenza relevant to the Code.

The Code Commission did not accept a Member Country’s suggestion to merge Articles 10.4.16. and
10.4.17., as they consider merging those two articles would be likely to make the provisions for each of the
two circumstances covered more difficult to understand.

The Code Commission requested OIE Headquarters to check the reference material provided to support
updating the table for inactivation of avian influenza viruses in dried egg white in Article 10.4.25. In the
interests of improving the efficiency of maintaining and updating the Code, this information along with
several other minor comments will be held until substantive conclusions from the generic work on
vaccination, zoning and outbreak management are available to propose an update of this chapter for Member
Countries’ comments.

In the meantime the Code Commission calls on all countries to apply the provisions of the existing chapter,
especially the recommendations for country, zone, or compartment free status recognition and the specific
trade provisions to minimise trade disruption associated with outbreaks of avian influenza.

Item 19 Bovine spongiform encephalopathy (Chapter 11.4.)
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Comments were received from Argentina, EU, Japan and USA.

The Code Commission reviewed Member Countries’ comments on the revised chapter circulated for
comment in the February 2015 meeting report, and on the chapter adopted in May 2015. It decided to
recommend to OIE that an ad hoc Group be convened to specifically address these Member Country
comments and those comments not yet addressed in the November 2014 ad hoc Group meeting report, and
recommend appropriate updates to the BSE chapters in the Manual (e.g. differential diagnostic tests) and the
Code (e.g. case definitions).

Infection with Burkholderia mallei (Glanders) (Chapter 12.10.)
Comments were received from Australia, EU, New Zealand, Switzerland, UAE and USA.

In response to a Member Country’s suggestion to include provisions for historical freedom, the Code
Commission noted that the provisions for historical freedom of Chapter 1.4., apply to all disease-specific
chapters unless otherwise specified. In the case of Chapter 12.10., the provisions given in Chapter 1.4. apply.

The Code Commission acknowledged a Member Country’s concern about the difficulty of applying
movement controls effectively to establish and maintain zones free from infection with B. mallei, but
nevertheless considered the zoning option should be retained for those countries that are able to effectively
apply the conditions given.

Throughout the chapter the Code Commission applied the standard Code format of ‘country or zone free
from infection with B. mallei.’

The Code Commission re-phrased the opening paragraph of Article 12.10.1., in response to Member
Countries’ suggestions to improve sentence structure and clarity.

In response to a Member Country’s question on the need for an epidemiological link or a cause for suspicion
to confirm infection with B. mallei, the Code Commission noted that the link could be as simple as the health
status of the previous countries of residence of the animal concerned.

On the basis of Member Country comments the Code Commission aligned the definition of free country or
zone in Article 12.10.2. with the standard Code format and re-introduced the surveillance requirement for 12
months (twice the incubation period) to point b of this article.

The Code Commission agreed with Member Countries’ comments that Article 12.10.2. lacks clear criteria on
surveillance to define a country or zone free from infection with B. mallei, and recommends that OIE
Headquarters seek expert advice to address the surveillance requirements in Articles 12.10.2. and 12.10.8., to
demonstrate country or zone freedom from infection with B. mallei.

The Code Commission accepted a Member Country’s suggestions to amend Article 12.10.3. to correct
grammar and syntax and remove ambiguity. The Code Commission also modified point 3 on stamping-out
policy to align with the proposed new glossary definition. Neither the Scientific Commission nor the Code
Commission accepted a Member Country’s suggestion to extend the surveillance period in Article 12.10.3.
beyond that required in Article 12.10.2.

On the basis of a Member Country’s suggestion and advice from the Scientific Commission, the Code
Commission amended point 4 and deleted point 5 of Article 12.10.3.

The Code Commission also amended Articles 12.10.4. and 12.10.5., on the basis of Member Countries’
suggestions to improve clarity and align with standard Code format.

The Code Commission reviewed the literature on the risk of transmission of B. mallei via semen and
embryos and concluded that most of the sanitary measures proposed for Articles 12.10.6. and 12.10.7. should
be deleted based on the following rationale:

Most of the sanitary measures recommended in Article 12.10.6., and Article 12.10.7., should be
deleted as there is insufficient scientific basis to require such restrictions on either embryos or semen.
The ad hoc Group report that supports the inclusion of these articles in the Code cites a single
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publication to justify the application of these measures, namely Khan et al. (2013) Glanders in
animals: A review on epidemiology, clinical presentation, diagnosis and countermeasures.
Transboundary and Emerging Diseases, 60, 204-221. The ad hoc Group report summarises this
review as stating that a large percentage of infected equines had orchitis and therefore concluded that
“it cannot be stated with any certainty that semen cannot transmit B. mallei infection”, and this same
argument (orchitis) is used to justify the imposition of measures for the international trade in equine
embryos.

The epidemiology section of the Khan et al. review paper cited makes no reference to the
transmission of B. mallei through equine germplasm although it does cite Saqib (2009) as describing
31/69 horses with glanders as having orchitis. Saqib (2009) is a PhD thesis from the University of
Faisalabad, Pakistan. The literature review of that thesis describes transmission of B. mallei by
ingestion or inhalation but makes no reference to venereal transmission (pp 20-21). Although the
thesis does describe orchitis in a number of horses with glanders, the section of the thesis (pp 93-94)
suggests that this is actually the cutaneous form of glanders and is associated with contaminated
bedding.

The OIE’s Handbook on Import Risk Analysis for Animals and Animal Products states that “It is not
acceptable to simply conclude that, because there is significant uncertainty, measures will be based on
a precautionary approach. The rationale for selecting measures must be made apparent”. In this case,
there is no evidence to suggest that B. mallei is likely to be transmitted through the international trade
in equine germplasm and the precautionary approach adopted by the inclusion of these articles is
inconsistent with OIE guidance.

The Code Commission inserted a new clause cross referencing Chapter 1.4. at the beginning of
Article 12.10.8. and amended the second clause of this article to a Member Country’s suggestions to improve

clarity.

The revised Chapter 12.10. is attached as Annex 26 for Member Countries’ comments.

EU comment

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

Item 21 Infection with African swine fever virus (Chapter 15.1.)

Comments were received from Argentina, AU-IBAR Australia, China, Chinese Taipei, EU, Japan, Korea,
Mexico, New Zealand, Norway, Switzerland and USA.

The Code Commission accepted a Member Country’s suggestion to include African wild suid species as a
subset within the description of suids for this chapter under the general provisions of Article 15.1.1.
Whenever the term ‘suids’ is used in the chapter, the description of species included in Article 15.1.1.
applies.

The Code Commission noted Member Countries’ suggestion that wild and feral pigs should be included in
the ASF disease status determination of a country, zone or compartment. However, the Code Commission
considered that when the domestic and captive wild populations can be effectively separated from the wild
population and, when present, from the vector, it is possible to establish free status in the domestic and
captive wild populations. Indeed several countries continue to successfully maintain superior health status of
their domestic and captive wild pig populations despite infection being present in feral and wild pig
populations.

The Code Commission accepted a number of Member Countries’ suggestions to amend Article 15.1.1. to
improve clarity and delete unnecessary words. The Code Commission did not accept a Member Country’s
suggestion to place captive wild pigs with wild and feral pigs in this article because captive wild pigs are kept
under human control to produce meat or be released for hunting and thus can play a more significant
epidemiological role. The Code Commission did not accept a Member Country’s suggestion to delete
‘biological’ from the description of vectors or add the qualifier ‘of the infection’ to vectors since ‘biological’
usefully clarifies that Ornithodoros ticks are biological rather than mechanical vectors of ASF, and infection
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is included in the glossary definition of vectors. The Code Commission did not accept a Member Country’s
suggestion that detection of specific antibodies to ASFV is sufficient on its own to define infection with ASF,
since due to possible false positives, there is a need for an epidemiological link or a cause for suspicion to
substantiate a case.

The Code Commission amended several points in Article 15.1.2., in response to Member Countries’
comments to align with established Code format and improve clarity. It introduced new language to point 7
of Article 15.1.2. to take into consideration the effectiveness of biosecurity measures in the presence of
arthropod vectors. The Code Commission did not accept a Member Country’s suggestion to include language
on the powers of the Veterinary Authority in point 4 of Article 15.1.2., since they are included in Chapter 3.2.

In response to a Member Country’s comment the Code Commission deleted ‘historically’ from Article
15.1.3., since point 1 of Article 1.4.6 applies and includes two distinct situations where freedom may be
recognised without pathogen specific surveillance. In response to Member Countries’ comments the Code
Commission amended Article 15.1.3. to remove unnecessary words, improve clarity and align with
established Code format.

In response to Member Countries’ comments regarding the time references to gain free status, the Code
Commission decided to revert to the previous version of Article 15.1.3. point 2a, which takes better into
account the actual epidemiology of ASF.

The Code Commission amended Article 15.1.3.ter in response to Member Countries’ suggestions including
the addition of specific reference to African wild suids, and Ornithodoros ticks to the second paragraph of
this article.

The Code Commission amended Article 15.1.4., in response to Member Countries’ comments and to align
with established Code format. In response to Member Countries suggestion it also included the time period
recommended for use of sentinel pigs, taking into account the environmental survival of the virus and the
incubation period of the disease.

In response to a Member Country’s comment the Code Commission changed the words in the titles of
Articles 15.1.6., 15.1.9., 15.1.11. and 15.1.12.bis ‘considered infected with ASF’ to ‘countries or zones not
free from ASF’, for clarity.

In answer to a Member Country comment questioning the inclusion of point 2a of Article 15.1.6., the Code
Commission noted that the possibility of exporting from a free compartment in a country or zone not free
from disease warrants its inclusion.

The Code Commissions did not accept a Member Country’s suggestion to replace ‘three months’ with
‘90 days’ throughout this chapter, since ‘three months’ is the standard Code format for this period.

The Code Commission noted Member Countries’ comment suggesting the possibility of exporting live
animals from an infected country or zone also be considered in the CSF chapter, and will address this point in
the next revision of the CSF chapter.

The Code Commission agreed to the deletion of point ¢ from Articles 15.1.9. and 15.1.11., based on the
following rationale provided by a Member Country:

“Some authors have suggested that ASFV can be found in boar semen and even transmitted to recipient
sows (Thacker ef al., 1984; Wittmann, 1989; Guérin and Pozzi, 2005). However, the only evidence for
this provided in any of these sources appears to be a personal communication by D.H. Schlafer in 1984.
More recently, Maes et al. (2008) stated that there is no published evidence to support this hypothesis.

While it has been widely assumed that ASFV is likely to be transmitted in porcine semen, there is no
published evidence to support this. If there is no evidence to support the imposition of sanitary measures
for ASFV in porcine semen, they should be discontinued.

The OIE’s Handbook on Import Risk Analysis for Animals and Animal Products states that “It is not
acceptable to simply conclude that, because there is significant uncertainty, measures will be based on a
precautionary approach. The rationale for selecting measures must be made apparent”. In this case, there
is no evidence to suggest that ASFV is likely to be transmitted through the international trade in porcine

OIE Terrestrial Animal Health Standards Commission/August-September 2015



21

semen and the precautionary approach adopted by the inclusion of these articles in inconsistent with OIE
guidance.

Guérin B. and Pozzi N. (2005). Viruses in boar semen: detection and clinical as well as epidemiological consequences regarding
disease transmission by artificial insemination. Theriogenology, 63, 556-572.

Maes D., Nauwynck H., Rijsselaere T., Mateusen B., Vyt P., de Kruif A. & Van Soom A. (2008). Diseases in swine transmitted by
artificial insemination: An overview. Theriogenology, 70, 1337-45.

Thacker B., Larsen R., Joo H.S. & Leman A. (1984). Swine diseases transmissible with artificial insemination. Journal of the
American Veterinary Medical Association, 185, 511-6.

Wittmann G. (1989). Die bedeutung viraler erkrankungen beim schwein fiir die besamung und den embryotransfer (Significance of
viral diseases in pigs during artificial insemination and embryo transfer). Tierdrztliche Umschau, 44, 580-6.”

In response to a Member Country’s suggestion, the Code Commission revised point la of Article 15.1.11. to
refer to an establishment according to normal Code format, rather than a compartment, which is covered
elsewhere.

The Code Commission accepted Member Countries’ suggestion to add the words ‘or introduced’ to
Article 15.1.12., to allow for animals moving between zones in a country as well as imported animals.

The Code Commission amended point 2 of Article 15.1.12. point 1 of Article 15.1.12.bis and point 1 of
Article 15.1.13. to the standard generic Code format of ‘with favourable results’ for the required outcome of
ante and post mortem inspections.

The Code Commission did not accept a Member Country’s suggestion to include the words ‘approved by the
Veterinary Authority for export purposes’ to point 2 of Article 15.1.2., since this is covered with the
reference to Chapter 6.2.

The Code Commission amended the language in the requirements of Article 15.1.12.bis taking into account
Member Countries’ suggestions and established Code format.

The Code Commission did not accept a Member Country’s suggestion to limit the scope of Article 15.1.13.
to countries or zones free from ASF because this article is intended to apply to all countries regardless of
their ASF status.

The Code Commission amended Articles 15.1.13. and 15.1.14. in response to Member Country’s comments
and to align with amendments made to similar provisions in previous articles, and standard Code format.

The Code Commission amended the title of Article 15.1.15. and moved it to become Article 15.1.17.ter so
that the new title is congruent with previous articles in the chapter. Minor amendments were made within the
article to align with standard Code format.

In response to a Member Country’s new proposals for inactivation of ASFV the Code Commission reinstated
separate articles for bristles from pigs and for litter and manure from pigs, and introduced new Articles
15.1.21.bis and ter with some recommendations being still ‘under study’.

In response to a Member Country’s request for information on inactivation of ASFV in swill the Code
Commission advised that the provisions of Article 15.1.18. were informed by the common effective practices
applied for many years in Member Countries where ASF is endemic.

The Code Commission made minor amendments to Articles 15.1.20. and 15.1.21., in response to a Member
Country’s comments to align with standard Code format.

In response to Member Countries’ comments the Code Commission deleted repetitive text from the first two
paragraphs of Article 15.1.22. and deleted ‘the role of semen in transmission of ASFV’ from the list of
specific characteristics at the end of this article to align with the proposed revision of Article 15.1.9.

In response to Member Countries’ comments the Code Commission amended point 1b of Article 15.1.23.
and added a new point ¢ to specifically include laboratory testing capability in this point 1. In point 2a of the
same article the Code Commission addressed Member Countries’ comments by replacing ‘early warning
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system’ with the glossary defined term ‘early detection system’, included reference to the private sector and
changed ‘information programmes’ to ‘awareness programmes’.

In response to Member Countries’ comments the Code Commission broadened the population referred to in
Article 15.1.24. to ‘domestic, wild and feral suids’, and as a consequence deleted the second paragraph of this
article. The virological surveillance provisions in point 3 and the serological surveillance provisions in
point 4 of this article were amended in response to Member Countries’ suggestions to improve clarity.

The title of Article 15.1.25. was amended to align with standard Code format and minor amendments were
made to the article in response to Member Countries’ suggestions to improve syntax and clarity.

In response to a Member Countries’ suggestions the Code Commission broadened the scope of
Article 15.1.26., replaced ‘pigs’ with ‘suids’ where relevant throughout the article, replaced ‘should’ with

‘may’ in point 3 and made minor amendments to improve syntax.

On the basis of Member Country suggestions the Code Commission also removed unnecessary words from
Article 15.1.27. and added new text to improve clarity

The revised Chapter 15.1. is attached as Annex 27 for Member Countries’ comments.

EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter.
However, important comments are inserted in the text of Annex 27.

Item 22 Draft new chapter on criteria for assessing the safety of commodities (Chapter X.X.)
Following Member Countries’ comments on the glossary definition of safe commodity adopted in 2015, the
Code Commission developed a draft chapter on the criteria to be used for assessing the safety of

commodities.

The new draft Chapter X.X. is attached as Annex 28 for Member Countries’ comments.

EU comment
The EU thanks the OIE and in general supports this new chapter.
Comments are inserted in the text of Annex 28.

The EU suggests that once adopted, this chapter be systematically provided to ad hoc groups
tasked with updating disease specific chapters of the Code, for it to be used when proposing
safe commodities in relation to a given disease.

G. OTHER ISSUES
Item 23 Update of the Code Commission’s work programme

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

The revised work programme is attached as Annex 29 for Member Countries’ comments.

EU comment

The EU thanks the Code Commission for providing its work programme for member country
comments in such a clear revised format, and for having taken up many of its previous
suggestions. The EU in general supports the work programme as proposed. The EU would
however prefer giving higher priority to the revision of the Code chapter on lumpy skin
disease, as this disease constitutes an emerging threat in Europe and its neighbouring regions.
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Specific comments are included in Annex 29.

Item 24

Item 25

Item 26

Review of applications for recognition as OIE Collaborating Centres
a)  Online veterinary education products (USA)

b) Infectious reproductive diseases (France)

¢) Capacity building in veterinary services (Thailand)

The Code Commission reviewed three applications for recognition as Collaborating Centres, and commended
Headquarters for its work in preparing summary reviews of the applications.

The Code Commission supports the applications for ‘Online veterinary education products’ from the USA
and ‘Infectious reproductive diseases’ from France. It noted that these applications were available for
consideration at the February 2015 Code Commission meeting, but there had been insufficient time available
to review them then.

With respect to another application, the Code Commission recommends that OIE Headquarters seek further
information from the applicant with the aim of presenting a completed dossier for Code Commission review
at its February 2016 meeting.

Ad hoc Group on veterinary education report

The Code Commission reviewed the report of the ad hoc Group meeting on veterinary education held in July
2015. The main focus of the meeting was the forthcoming fourth OIE Global Conference on Veterinary
Education to be held Bangkok in June 2016. The potential for further work on continuing education is also
noted. Headquarters staff updated the Commission on progress with developing the programme for the 2016
conference.

This ad hoc Group meeting report is attached as Annex 34 for Member Countries’ information.
Proposed dates for next meetings

The 2016 Code Commission meetings are scheduled for February 8-19, and September 5—-16 inclusive.
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Annex 4

USER'S GUIDE

EU comment

The EU thanks the OIE and in general supports the proposed changes to the User's
Guide. One comment is inserted in the text below.

A. Introduction

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.

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.

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, and in the use of animals.

The absence of chapters, articles or recommendations on particular aetiological agents or commodities does
not preclude the application of appropriate sanitary measures by the Veterinary Authorities, provided they
are based on risk analyses conducted in accordance with the Terrestrial Code.

The complete text of the Terrestrial Code is available on the OIE Web site and individual chapters may be
downloaded from: http://www.oie.int.

B. Terrestrial Code content

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.

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.

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.

The standards in Section 2 are designed to guide the importing country in conducting import risk analysis in
the absence of OIE recommendations on particular aetiological agents or commodities. The importing
country should also use these standards to justify import measures which are more stringent than existing
OIE 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
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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. They address veterinary certification and the measures applicable by the exporting,
transit and importing countries. A range of model veterinary certificates is provided to facilitate consistent
documentation in 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 commaodity, 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 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 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 events of epidemiological significance.

Chapter 1.2. describes the criteria for the inclusion of a disease, infection or infestation in the OIE List and
Chapter 1.2bis gives the current list. Diseases are divided into nine categories based on the host species of
the aetiological agents.

EU comment

The EU notes that the current Code Chapter 1.3. is proposed for deletion. As the draft
new Chapter 1.2.bis would be renumbered to become the new Chapter 1.3., the
reference to Chapter 1.2.bis in the paragraph will need to be updated accordingly. It
would thus be desirable to adopt these changes of the Code at the same OIE General
Session.

2.

Diagnostic tests and vaccines

It is recommended that specified diagnostic tests and vaccines in Terrestrial Code chapters be used 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 prescribed
and alternative 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

comg artments. Zonlng and comgartmentallsatlon should be used to control dlseases andto faC|I|tate saf
trade.
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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 infectious disease risks. Moreover, in
Chapter 4.7. diseases that are not listed are marked as such but are included 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. is 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 zoonotic risk associated with the movements of non-human
primates and gives standards for certification, transportation and import conditions for these animals.

4. 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
different from those recommended by the Terrestrial Code. To scientifically justify more stringent 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 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. Chapter 5.3. also describes the OIE informal procedure for dispute
mediation.

The OIE aims to include an article listing the commodities that are considered safe for trade without the
impeosition—of pathegen-specific-sanitary need for risk mitigation measures specifically directed against a
particular listed disease, infection or infestation, regardless of the status of the experting country or zone of
origin for the agent in question, at the beginning of each disease-specific chapter in Sections 8 to 15. This is
work in progress and some chapters do not yet contain articles listing safe commodities. When a list of safe
commodities is present in a chapter, importing countries should not apply trade restrictions to such
commodities with respect to the agent in question.

5. International veterinary certificates

An international veterinary certificate is an official document that the Veterinary Authority of an exporting
country issues in accordance with Chapters 5.1. and 5.2. It lists 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 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 zones or compartments
within them, and be based upon the standards in the Terrestrial Code.

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

a) identify the diseases, infections or infestations from which the importing country is justified in seeking
protection 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 programmes;

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

6. Guidance notes for importers and exporters

It is recommended that Veterinary Authorities 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.

OIE Terrestrial Animal Health Standards Commission/August-September 2015



Annex 5

GLOSSARY

EU comment

The EU thanks the OIE and in general supports most of the proposed changes to the
glossary.

However, important comments are inserted in the text below.

STAMPING-OUT POLICY

means a policy designed to eliminate an outbreak by carrying out under the authority of the
Veterinary Authority the following:

a) 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
} ; irates A irated—onH bl : animals should

be killed in accordar{ce with Chapter 7.6.;

b) the destruction of their carcasses and animal products, as relevant, by rendering, burning or
burial, or by any other method described in Chapter 4.12.;

c) the cleansing and disinfection of establishments through procedures defined in Chapter 4.13.
CASINGS

means bladders and intestines which, after cleaning, have been processed by tissue scraping, and
defatting and washing, and have been treated with salt or dried.

EU comment

The EU would like to point out that casings that have not been subject to a specific
preservation treatment with salt but have merely been dried after scraping, defatting
and washing do not have the same pathogen risk level as casings that have been salted.
Indeed, casings that have merely been dried would need to be considered as fresh meat.
Thus, if no distinction is made between these two commodities in the glossary definition,
this will have consequences when listing casings as safe commodities in the disease
specific chapters, i.e. a higher level of risk will have to be presumed for all casings.

Reference is made to the 2012 scientific opinion of the European Food Safety Authority
(EFSA) on animal health risk mitigation treatments as regards imports of animal casings
(see http://www.efsa.europa.eu/en/efsajournal/pub/2820), which concludes that drying as

OIE Terrestrial Animal Health Standards Commission/August-September 2015



http://www.efsa.europa.eu/en/efsajournal/pub/2820

a standalone risk mitigation treatment, i.e. without prior salting, cannot be
recommended for pathogen inactivation in casings as there is a lack of specific scientific
studies on its efficacy.

Furthermore, the term "treatment" is usually used in the Code to describe risk
mitigation methods (such as heat treatment) recommended in disease specific chapters
to reduce the pathogen risk of certain commodities. Thus the term "treated' as used in
the draft definition above could be misunderstood as suggesting that the casings are safe
as regards animal pathogens. Therefore, the EU suggests replacing the word "treated"
by the word "preserved'. Indeed, salting is first and foremost used to preserve casings
from bacterial spoilage.

OIE STANDARD

means a text that has been formally adopted by the OIE World Assembly of Delegates, published by
the OIE, and that describes requirements, recommendations, criteria, specifications and
characteristics that should be used consistently to ensure the improvement of animal health,
veterinary public health and animal welfare worldwide.

OIE GUIDELINE

means an OIE publication that provides advice to improve animal health, veterinary public health
and animal welfare worldwide and that has been endorsed by an OIE Specialist Commission or the
OIE Council, but has not been formally adopted by the OIE World Assembly of Delegates.

EU comment

The EU in general agrees with and supports the above definitions for OIE standard and
OIE guideline. However, the EU would like to point out that certain chapters of the OIE
Terrestrial Manual, while having been formally adopted by the OIE World Assembly,
are designated as "guidelines' (see section 3 of the Terrestrial Manual). Furthermore,
Chapter 1.6. of the Terrestrial Code refers to certain articles of the Code as "guidelines"
(see for example in section 3 of Art. 1.6.5.), and also refers to "operational guidelines",
and "written guidelines' that are clearly not OIE guidelines. Chapter 4.14. of the Code
also is described as being ""guidelines" (see Art. 4.14.1.). These issues will have to
addressed if the above definitions are to be adopted.

Furthermore, the EU is of the opinion that the acronym "OIE" does not need to be a
part of the term being defined. Indeed, in the context of the OIE Code, the use of the
terms '"'standard' and "guideline", when used in italics, would clearly be understood as
referring solely to OIE standards and guidelines, since the definition itself already
contains the acronym "OIE". Thus, use of the acronym "OIE" in both definitions above
is superfluous and should be deleted.

The EU does not understand the term "formally adopted" in the proposed definition of
OIE standard. Indeed, all decisions of the OIE World Assembly are adopted by way of
Resolutions. As there is no "informal'" way of decision taking at the OIE, the EU
suggests the following rewording: "[...] has been fermally adopted by Resolution of the
World Assembly [...]"

In addition, the EU suggests adding a reference to safe trade in the definition of OIE
standard, by adding "including through facilitating safe trade" at the end of the
definition. Indeed, facilitating safe international trade of animals and animal products is
one of the primary objectives of the OIE Codes and Manuals.
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A reference to the OIE Codes and Manuals, which are the main normative works
produced by the OIE, should also be considered in the definition of "OIE standard".
Otherwise, the definition risks becoming too wide. Indeed, the definition as proposed
could be understood as including all Resolutions adopted at OIE General Sessions, most
of which would clearly not qualify as "standards".

Finally, for reasons of consistency and harmonisation, the EU understands that the
above definitions, once adopted in the Terrestrial Code, will also be added to the
glossary of the Aquatic Code.

—  Text deleted.
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Annex 6

CHAPTER 1.1.

NOTIFICATION OF DISEASES, INFECTIONS AND
INFESTATIONS, AND PROVISION OF
EPIDEMIOLOGICAL INFORMATION

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

Comments are inserted in the text below.

Article 1.1.1.

For the purposes of the Terrestrial Code and in terms of Articles 5, 9 and 10 of the OIE Organic Statutes,
Member Countries shall recognise the right of the Headquarters to communicate directly with the Veterinary
Authority of its territory or territories.

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

For the purposes of this chapter, ‘event’ means a single outbreak or a group of epidemiologically related

outbreaks of a given disease, infection or infestation that is the object of a nofification. An event is specific
fo a pathogen and strain, when appropriate, and includes all related outbreaks reported from the time of the
immediate notification through to the final report. Notification of an event includes host species, number and

geographical distribution of affected animals and epidemiological units.

EU comment

The EU in general supports this new definition of the term "event". However, in order
to clarify that "event" and "notification" pertain only to listed and emerging diseases,
and to further distinguish these from the voluntary provision of other information as
described in point 1 of Art. 1.1.6., the EU suggests adding the following at the end of the
first sentence of the paragraph above:

"[...] of a notification in accordance with Articles 1.1.3. and 1.1.4."

Furthermore, at the end of the paragraph above, the EU suggests adding control
methods as an element to be included in the notification of an event, as follows:

"[...] of affected animals, and epidemiological units and control methods.".

Indeed, information on control methods applied or to be applied is crucial to assess the
disease situation and risk of a country notifying an event to the OIE.

In addition, it might be helpful for clarity reasons to turn the last sentence (starting with
"Notification of an event") into a separate paragraph, as it deals not with the event per
se, but with the elements to be included in the notification of an event.

Finally, for reasons of consistency and harmonisation, the EU understands that the
above definition, once adopted in the Terrestrial Code, will also be added to the relevant
chapter of the Aquatic Code.

Article 1.1.2.
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Member Countries shall make available to other Member Countries, through the OIE, whatever
information is necessary to minimise the spread of important animal diseases, and their aetiological
agents, and to assist in achieving better worldwide control of these diseases.

To achieve this, Member Countries shall comply with the notification requirements specified in
Articles 1.1.3. and 1.1.4.

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

The detection of the aetiological agent of a listed disease in an animal should be reported, even in the
absence of clinical signs. Recognising that scientific knowledge concerning the relationship between
diseases and their aetiological agents is constantly developing and that the presence of an aetiological
agent does not necessarily imply the presence of a disease, Member Countries shall ensure, through
their reports, that they comply with the spirit and intention of point 1 above.

In addition to notifying new findings in accordance with Articles 1.1.3. and 1.1.4., Member Countries
shall also provide information on the measures taken to prevent the spread of diseases, infections and
infestations. Information shall include quarantine measures and restrictions on the movement of
animals, animal products, biological products and other miscellaneous objects which could by their
nature be responsible for their transmission. In the case of diseases transmitted by vectors, the
measures taken against such vectors shall also be specified.

Article 1.1.3.

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

1)

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

a) first occurrence of a listed disease, infection or infestation in a country, a zone or a compartment;

b) re-occurrence of a listed disease, infection or infestation in a country, a zone or a compartment
following the final report that declared the outbreak ended;

c) first occurrence of a new strain of a pathogen of a listed disease, infection or infestation in a
country, a zone or a compartment;

d) a sudden and unexpected change in the distribution or increase in incidence or virulence of, or
morbidity or mortality caused by, the aetiological agent of a listed disease, infection or infestation
present within a country, a zone or a compartment;

e) occurrence of a listed disease, infection or infestation in an unusual host species;

weekly reports subsequent to a notification under point 1 above, to provide further information on the
evolution of the event which justified the notification. These reports should continue until the disease,
infection or infestation has been eradicated or the situation has become sufficiently stable so that six-
monthly reporting under point 3 will satisfy the obligation of the Member Country; for each event
notified, a final report en-the-event should be submitted;

six-monthly reports on the absence or presence, and evolution of listed diseases, infections or
infestations and information of epidemiological significance to other Member Countries;

annual reports concerning any other information of significance to other Member Countries.

Article 1.1.4.

Veterinary Authorities shall, under the responsibility of the Delegate, send to the Headquarters:
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a notification through WAHIS or by fax or e-mail, when an emerging disease has been detected in a
country, a zone or a compartment;

periodic reports subsequent to a notification of an emerging disease; as—deseribed—under—point—1-
These should continue-untik

a) for the time necessary to have reasonable certainty that:

i) the disease, infection or infestation has been eradicated; or

iib) the situation has becomes sufficiently stable; o

g

IS-IOD'/

until sufficient scientific information is available to determine whether it meets the criteria for
listing inclusion in the OIE list as described in Chapter 1.2.;

once point 2) a) or b) above is complied with, a final report should be submitted.

Article 1.1.5.

The Veterinary Authority of a country in which an infected zone was located shall inform the
Headquarters when this zone is free from the disease, infection or infestation.

An infected zone for-a-particular-disease—infection-orinfestation shall be considered as such until a

period exceeding—the—infective—period specified in the Terrestrial Code has elapsed after the last
reported case, and when full-prophylacticand appropriate animal-health biosecurity measures and

surveillance have been applied to prevent possible recurrenceappearance or spread of the disease,
infection or infestation. These measures will-befound are described in-detail in the various relevant
disease-specific chapters ef-\Molume-H of the Terrestrial Code.

A Member Country may be considered to regain freedom from a specific disease, infection or
infestation when all relevant conditions given in the Terrestrial Code have been fulfilled.

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

Article 1.1.6.

Although Member Countries are only required to notify listed diseases, infections and infestation and
emerging diseases, they are encouraged to provide inferm the OIE with of other important animal
health events information.

The Headquarters shall communicate by e-mail or World Animal Health Information Database
(WAHID) to Veterinary Authorities all notifications received as provided in Articles 1.1.2. to 1.1.5. and
other relevant information.

Text deleted.
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Annex 7

CHAPTER 1.2.

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

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

Comments are inserted in the text below.

Article 1.2.1.
Introduction

Fhe-aim-oftThis chapter is-te describes the criteria for the inclusion of diseases, infections and infestations
in en the OIE list.

The objective of listing is to support Member Countries-by providing information needed to take appropriate
action efferts to prevent the transboundary spread of important animal diseases, including zoonoses;. This

is achieved by through transparent, timely and consistent notification reperting.

Each listed disease normally has a corresponding chapter that to assists Member Countries in the
harmonisation of disease detection, prevention and control- and provides standards for safe international
I in animals and their pr ts.

Requirements for notification are detailed in Chapter 1.1. and-netifications-are-to-be-made-through-WAHIS

Principles for selection of diagnostic tests are described in Chapter 1.1.5. of the Terrestrial Manual.

Article 1.2.2.
The criteria for the inclusion of a disease, infection or infestation in the OIE list are as follows:

1) International spread of the agent (via live animals or their products, vectors or fomites) has been
proven.

AND

2) At least one country has demonstrated freedom or impending freedom from the disease, infection or
infestation in populations of susceptible animals, based on the animal-health-surveillance provisions of

the-Terrestrial-Code-in-particularthose-contained-in Chapter 1.4.

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

b) The disease has been shown to cause a significant impact on the health of merbidity-or mortality
in domestic animals at the level of a country or a zone taking into account the occurrence and

severity of the clinical signs, including direct production losses and mortality.

c) The disease has been shown to, or scientific evidence indicates that it would, cause a significant

impact on the health of merbidity-er-mertality-in-wild wildlife animal pepulations taking into account
th rren n verity of the clinical signs, including direct pr tion | nd mortalit

and eeological any threats_to the viability of a wildlife population.

EU comment

The EU suggests replacing the term "direct production losses' by the term "direct
economic losses' in point c¢) above. Indeed, this seems to better describe the intended
meaning in the context of wildlife.

Furthermore, the amendment of the point above highlighted with a coloured
background seems to go a bit far, i.e. any threat to the viability of a wildlife population
could mean listing (at global level) any disease affecting the viability of a particular
population in a particular zone, with implications for all OIE countries. A possible
alternative wording could be "and threatens the viability of wildlife populations''.

—  Text deleted.
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Annex 7 (contd)

CHAPTER 1.2.BIS

DISEASES LISTED BY THE OIE

EU comment
The EU thanks the OIE and in general supports this proposed new chapter.

Comments are inserted in the text below.

1 2 2
= g

1 1
T T

v
I~

Preamble

The following diseases, infections and infestations are included in the OIE list.

In case of modifications of this list ef-animal-diseases—infections—and—infestations adopted by the World
Assembly, the new list comes into force on 1 January of the following year.

Article 1.2.bis.1.

4 The following are included within the category of multiple species diseases, infections and infestations:

—  Anthrax

—  Bluetongue

—  Infection with Brueellesis {Brucella abortus, Brucella melitensis, Brucella suis }
B losis (3 I . .
B Hosis (B i s)

—  Crimean Congo haemorrhagic fever

—  Epizootic haemorrhagic disease
—  Equine encephalomyelitis (Eastern)

—  Infection with Ffoot and mouth disease virus

EU comment

The EU notes with appreciation the reference in the introduction of the Code
Commission report to the alignment of the spelling of disease names with that of the
International Committee on Taxonomy of Viruses (ICTV). In this context the EU would
like to reiterate its previous comment on the spelling of FMDV, which according to the
ICTYV is as follows: "Foot-and-mouth disease virus', i.e. with two hyphens (see ICTV
master list available at http://talk.ictvonline.org/files/ictv_documents/m/msl/5208.aspx).

In addition, according to ICTV, the word "hemorrhagic" is spelled with an "e" (instead
of with "ae') in both ""Crimean Congo hemorrhagic fever" and "Epizootic hemorrhagic
disease". The change above has however only be proposed for the latter. The EU
therefore suggests also changing the spelling of the former (i.e. the entry for CCHF in
the OIE list should read '"Crimean Congo haemorrhagic fever".

—  Heartwater
— Infection with Aujeszky's disease virus

— Infection with Echinococcus granulosus
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Infection with Echinococcus multilocularis
Infection with rabies virus

Infection with Rift Valley fever virus

Infection with rinderpest virus

Infection with Trichinella spp.

Japanese encephalitis

New World screwworm (Cochliomyia hominivorax)
Old World screwworm (Chrysomya bezziana)
Paratuberculosis

Q fever

Surra (Trypanosoma evansi)
Tularemia
West Nile fever.

Article 1.2.bis.2.

The following are included within the category of cattle diseases and infections:

Bovine anaplasmosis

Bovine babesiosis

Bovine genital campylobacteriosis
Bovine spongiform encephalopathy

Bovine tuberculosis

EU comment

The EU notes that Chapters 11.5. and 11.6. are proposed to be merged in a single new
Chapter 8.X. entitled "Infection with Mycobacterium tuberculosis complex". The EU
suggests reflecting those changes also in the list of diseases, once the draft new Chapter
8.X. has been adopted, by replacing '""Bovine tuberculosis' by "Infection with
Mycobacterium tuberculosis complex".

Furthermore, as the new chapter 8.X. will cover several species, including cervids, goats
and New World camelids, the EU suggests moving the entry for that disease in the OIE
list to Article 1.2.bis.1. (category of multiple species diseases), once Chapter 8.X. has
been adopted.

Bovine viral diarrhoea

Enzootic bovine leukosis

Haemorrhagic septicaemia

Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis

Infection with Mycoplasma mycoides subsp. mycoides SC (Contagious bovine pleuropneumonia)

Lumpy skin disease
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—  Theileriosis
—  Trichomonosis
—  Trypanosomosis (tsetse-transmitted).

Article 1.2.bis.3.

3} The following are included within the category of sheep and goat diseases and infections:

—  Caprine arthritis/encephalitis

—  Contagious agalactia

—  Contagious caprine pleuropneumonia

— Infection with Chlamydophila abortus (Enzootic abortion of ewes, ovine chlamydiosis)
— Infection with peste des petits ruminants virus

—  Maedi-visna

— Nairobi sheep disease

—  Ovine epididymitis (Brucella ovis)

—  Salmonellosis (S. abortus ovis)

—  Scrapie
—  Sheep pox and goat pox.

Article 1.2.bis.4.

4} The following are included within the category of equine diseases and infections:
—  Contagious equine metritis
—  Dourine
—  Equine encephalomyelitis (Western)
—  Equine infectious anaemia
—  Equine influenza
— Equine piroplasmosis

—  Glanders

EU comment

The EU notes that Chapter 12.10. is currently being revised, and that it is proposed to
change the title into "Infection with Burkholderia mallei (Glanders)". The EU suggests
also changing the list of diseases accordingly, once the revised Chapter 12.10. has been
adopted, by replacing "Glanders" by "Infection with Burkholderia mallei (Glanders)".

Infection with African horse sickness virus

Infection with equid herpesvirus-1 (EHV-1)

Infection with equine arteritis virus

Venezuelan equine encephalomyelitis.
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Article 1.2.bis.5.

8} The following are included within the category of swine diseases and infections:

African swine fever

EU comment

Similarly as above, the EU notes that Chapter 15.1. is currently being revised, and that

it is proposed to change the title into ""Infection with African swine fever virus'. The EU
suggests also changing the list of diseases accordingly, once the revised Chapter 15.1. has
been adopted, by replacing "African swine fever'" by "Infection with African swine fever

virus'".

Infection with classical swine fever virus

Nipah virus encephalitis

Infection with Taenia solium Perecine-eysticercosis
Porcine reproductive and respiratory syndrome
Transmissible gastroenteritis.

Article 1.2.bis.6.

8) The following are included within the category of avian diseases and infections:

Avian chlamydiosis

Avian infectious bronchitis

Avian infectious laryngotracheitis

Avian mycoplasmosis (Mycoplasma gallisepticum)
Avian mycoplasmosis (Mycoplasma synoviae)
Duck virus hepatitis

Fowl typhoid

Infection with avian influenza viruses

Infection with influenza A viruses of high pathogenicity in birds other than poultry including wild
birds

Infection with Newcastle disease virus
Infectious bursal disease (Gumboro disease)

Pullorum disease
Turkey rhinotracheitis.

Article 1.2.bis.7.

# The following are included within the category of lagomorph diseases and infections:

Myxomatosis
Rabbit haemorrhagic disease.

Article 1.2.bis.8.

8} The following are included within the category of bee diseases, infections and infestations:
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— Infection of honey bees with Melissococcus plutonius (European foulbrood)
— Infection of honey bees with Paenibacillus larvae (American foulbrood)

— Infestation of honey bees with Acarapis woodi

— Infestation of honey bees with Tropilaelaps spp.

— Infestation of honey bees with Varroa spp. (Varroosis)

— Infestation with Aethina tumida (Small hive beetle).

Article 1.2.bis.9.

9} The following are included within the category of other diseases and infections:
—  Camelpox

- Leishmaniosis.

—  Text deleted.
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EU comment

The EU supports the proposed deletion of this chapter.
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2.343- | Marek's-disease - AGID
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13.4. || 264 || Myxomatesis - AGID CFIFA
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— Text deleted.
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Annex 9

CHAPTER 1.6.

PROCEDURES FOR SELF DECLARATION AND FOR
OFFICIAL RECOGNITION BY THE OIE

EU comment

The EU does not support the proposed changes to this chapter. For rationale, see the EU
comment inserted in the text below.

Furthermore, it is not clear what the amendment in Article 1.6.1. described in the
introduction to the report consists of, as no text is marked with double underline / strike
through in that article.

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:

-

)  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 1.6.5. (for
BSE), 1.6.6. (for FMD), 1.6.7. (for CBPP), 1.6.8. (for AHS), 1.6.9. (for PPR) or 1.6.10. (for CSF).

The OIE framework for the official recognition and maintenance of disease status is described in
Resolution N° XV (administrative procedures) and Resolution N° XVI (financial obligations) adopted during the
83rd General Session in May 2015.

[Article 1.6.2.]

[Article 1.6.3.]
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[Article 1.6.4.]

[Article 1.6.5.]

Article 1.6.6.

Questionnaires on FMD

FMD FREE COUNTRY WHERE VACCINATION IS NOT PRACTISED

Report of a Member Country which applies for recognition of status,
under Chapter 8.8. of the Terrestrial Code,
as a FMD free country not practising vaccination

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 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.

b) Livestock industry. Provide a general description of the livestock industry in the country.

2. 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. in the Terrestrial Code and Asticle Chapter 1.1.3. in the
Terrestrial Gode Manual and describe how Veterinary Services supervise, control and maintain all FMD
related activities. Provide maps and tables wherever possible.

EU comment

The EU does not agree with the change above. Indeed, reference to Article 1.1.3. of the
Terrestrial Code (i.e. notification of listed diseases) should remain, as compliance of a

country with notification obligations are crucial for official country status recognition.
However, as Chapter 1.1. of the Terrestrial Code has in recent years been amended to
include a separate article concerning the notification of emerging diseases (Art. 1.1.4.),
point b) above should be amended accordingly by adding reference to Article 1.1.4., as
follows:

"Veterinary Services. Provide documentation on the compliance of the Veterinary Service
of the country with the provisions of Chapters 3.1. and 3.2. in the Terrestrial Code and
Articles 1.1.3. and 1.1.4. in the Terrestrial Code and describe how Veterinary Services
supervise, control and maintain all FMD related activities. [...]".

The newly proposed reference to Chapter 1.1.3. of the Terrestrial Manual (Biosafety and
biosecurity: standard for managing biological risk in the veterinary diagnostic laboratory
and animal facilities) seems out of place in point b) above, as that point deals with
veterinary services, and not with veterinary laboratories and animal facilities. In
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addition, a reference to that Manual chapter is already included in point 4 below (on
FMD diagnosis).

In general, the EU would suggest not referring to Code and Manual chapters by their
numbers, but rather by their names or the topics they cover. Indeed, as the numbering is
more likely to change over time as new chapters are added or their order is revised, this
would avoid possible confusion and the need to update cross-references in the Codes and
Manuals systematically whenever such changes are made.

4.

c)

d)

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)

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), and types and subtypes present.

Strategy. Describe how FMD was controlled and eradicated (e.g. stamping-out policy, modified
stamping-out policy, zoning).

Vaccines and vaccination. Was FMD vaccine ever used? If so, when was the last vaccination carried
out? When was vaccination formally prohibited? What species were vaccinated? What was the fate of
these animals?

In addition, if vaccination was conducted during the past two years, provide a description 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 reported and the
records maintained. Also provide evidence that the vaccine used complies with Chapter 2.1.5. in 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.

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 is detected. Provide information on illegal movements detected.

FMD 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 names of and the arrangements with the laboratory (ies) samples are sent to, the
follow-up procedures and the time frame for obtaining results.

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 performance in inter-laboratory proficiency tests.
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6.

iii)  Provide details on the handling of live virus.
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.

FMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.8.40. to 8.8.42. in the Terrestrial Code and Chapter 2.1.5. in 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 methods and results (including differential diagnosis).

Serological surveillance. 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 methods 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? 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 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?

FMD prevention

a)

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?
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d)

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 quantity.

i)

i)

iv)

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.

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 locations.

Describe the regulations, procedures, type and frequency of checks at the point of entry into the
country or 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 materials at risk of being contaminated with FMDV.

Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on illegal imports detected.

Describe and justify the corrective actions that have been implemented to prevent future FMD
outbreaks in response to any past disease incursions.

Contingency 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.

Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases (e.g. livestock standstills)?

In the event of a FMD outbreak:

i)

ii)

iv)

v)

indicate the sampling and testing procedures to be used to identify and confirm presence of the
causative agent;

describe the actions to be taken to report and control the disease situation in and around any
establishments found to be infected with FMD;

indicate the control or eradication procedures (e.g. vaccination, stamping-out policy, partial
slaughter or vaccination, methods of disposal of carcasses and other contaminated products and
materials, decontamination, etc.) that would be taken. Include information on access to antigen
and vaccine banks;

describe the procedures to be used to confirm successful control or eradication, including any
restocking provisions, sentinel animal and serological surveillance programmes;

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.

Compliance with the Terrestrial Code
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a) In addition to the documentary evidence that the provisions of Article 8.8.2. 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 8.8.7., and
points 1, 3 and 4 of Article 8.8.2. of the Terrestrial Code and provide information as specified in sections 1 -
7 (inclusive) of this questionnaire. Particular emphasis should be given to FMD eradication (section 3.), FMD
diagnosis (section 4.), FMD serological surveillance (section 5.b.), FMD prevention (section 6.) and
contingency planning and outbreak response programmes (section 7.).

FMD FREE COUNTRY WHERE VACCINATION IS PRACTISED

Report of a Member Country which applies for recognition of status,
under Chapter 8.8. of the Terrestrial Code,
as a FMD free country practising vaccination

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 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.

b) Livestock industry. Provide a general description of the livestock industry in the country.

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. in the Terrestrial Code and Asticle Chapter 1.1.3. in the
Terrestrial Goede Manual and describe how Veterinary Services supervise, control and maintain all FMD
related activities. Provide maps and tables wherever possible.

EU comment

As explained above, the EU does not agree with the proposed changes in point b) above.

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.
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4.

5.

FMD eradication

a)

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), and types and subtypes present.

Strategy. Describe how FMD was controlled and eradicated (e.g. stamping-out policy, modified
stamping-out policy, zoning).

Vaccines and vaccination. Provide a description 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 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
population). Provide evidence to show its effectiveness (e.g. vaccination coverage, serological
surveillance, etc.). Also 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.

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 action taken
when an illegal movement is detected. Provide information on illegal movements detected.

FMD diagnosis

Provide documentary evidence that the provisions in Chapters 1.1.2., 1.1.3. and 2.1.5. in 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 names of and the arrangements with the laboratory(ies) samples are sent to and the
follow-up procedures and the time frame for obtaining results.

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 performance in inter-laboratory proficiency tests.
lii) Provide details on the handling of live virus.
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.

FMD surveillance
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Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.8.40. to 8.8.42. 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 methods and results (including differential diagnosis).

Surveillance. Are serological and virological surveys conducted to demonstrate freedom from infection,
in particular applying the provisions of Article 8.8.42.7 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 susceptible wildlife
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 methods 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? 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, markets 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?

FMD prevention

a)

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 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.

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 locations.
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iii) Describe the regulations, procedures, type and frequency of checks at the point of entry into the
country or 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 materials at risk of being contaminated with FMDV.

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. Contingency 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 a 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
establishments found to be infected with FMD;

iii) indicate the control or eradication procedures (e.g. vaccination, stamping-out policy, partial
slaughter or vaccination, methods of disposal of carcasses and other contaminated products or
materials, decontamination, etc.) that would be taken. Include information on access to antigen
and vaccine banks;

iv) describe the procedures to be used to confirm successful control or eradication, including any
restocking provisions, sentinel animal and serosurveillance programmes;

v) 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.

8. Compliance with the Terrestrial Code

In addition to the documentary evidence that the provisions of Article 8.8.3. 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 transmission for the past 12 months,
with documented evidence that:

a) surveillance for FMD and FMDV transmission in accordance with Articles 8.8.40. to 8.8.42. and 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.
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9. Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.8.7. and of
points 1, 3 and 4 of Article 8.8.3. in the Terrestrial Code and provide information as specified in sections 1 -
7 (inclusive) of this questionnaire. Particular emphasis should be given to FMD eradication (section 3.), FMD
diagnosis (section 4.), FMD serological surveillance (section 5.b.), FMD prevention (section 6.) and
contingency planning and outbreak response programmes (section 7.).

Annex 9 (contd)

FMD FREE ZONE WHERE VACCINATION IS NOT PRACTISED

Report of a Member Country which applies for recognition of status,
under Chapter 8.8. of the Terrestrial Code,
as a FMD free zone not practising vaccination

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.

2. Veterinary system

a)

b)

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. in the Terrestrial Code and Asticle Chapter 1.1.3. in the
Terrestrial Gode Manual and describe how Veterinary Services supervise, control and maintain all FMD
related activities. Provide maps and tables wherever possible.

EU comment

As explained above, the EU does not agree with the proposed changes in point b) above.

c)

d)

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.

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), and types and subtypes present.

Strategy. Describe how FMD was controlled and eradicated in the zone (e.g. stamping-out policy,
modified stamping-out policy).

Vaccines and vaccination
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i)  Was vaccination ever used in the zone? If so, when was the last vaccination carried out? When was
vaccination formally prohibited? What species were vaccinated? What was the fate of those animals?

i) In addition, if vaccination was conducted during the past two years, provide a description 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 reported and the
records maintained. Also provide evidence that the vaccine used complies with Chapter 2.1.5. of
the Terrestrial Manual.

iii)  If vaccination continues to be used in the rest of the country, give details on the post-vaccination
monitoring programme.

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.

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 8.8.10. 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

FMD diagnosis

Provide documentary evidence that the provisions in Chapters 1.1.2., 1.1.3. and 2.1.5. in 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 names 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.

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 performance in inter-laboratory proficiency tests.

iii)  Provide details on the handling of live virus.

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.

FMD surveillance

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.8.40. to 8.8.42. in the Terrestrial Code and Chapter 2.1.5. in the Terrestrial Manual. In particular,
the following points should be addressed:
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6.

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 methods and results (including differential diagnosis).

Serological surveillance. 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 methods 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, markets 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?

FMD 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.

If the FMD free zone without vaccination is situated in a FMD infected country or borders an infected
country or zone, describe the biosecurity 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 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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Annex 9 (contd)

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 locations.

i) Describe the regulations, procedures, type and frequency of checks at the point of entry into the
country or 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 materials at risk of being contaminated with FMDV.

iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on illegal imports detected.

d) Describe and justify the corrective actions that have been implemented to prevent future FMD
outbreaks in response to any past disease incursions.

7. Contingency 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 a 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
establishments found to be infected with FMD;

iii) indicate the control or eradication procedures (e.g. vaccination, stamping-out policy, partial
slaughter or vaccination, methods of disposal of carcasses and other contaminated products or
materials, decontamination, etc.) that would be taken. Include information on access to antigen
and vaccine banks;

iv) describe the procedures to be used to confirm successful control or eradication, including any
restocking provisions, sentinel animal and serosurveillance programmes;

v) 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.

8. Compliance with the Terrestrial Code

In addition to the documentary evidence that the provisions of Article 8.8.4. are properly implemented and
supervised, the Delegate of the Member Country must submit a declaration indicating:
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Annex 9 (contd)

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 8.8.10.

Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.8.7. and of
points 1, 3 and 4 of Article 8.8.2. in the Terrestrial Code and provide information as specified in sections 1 -
7 (inclusive) of this questionnaire. Particular emphasis should be given to FMD eradication (section 3.), FMD
diagnosis (section 4.), FMD serological surveillance (section 5.b.), FMD prevention (section 6.) and
contingency planning and outbreak response programmes (section 7.).

FMD FREE ZONE WHERE VACCINATION IS PRACTISED

Report of a Member Country which applies for recognition of status,
under Chapter 8.8. of the Terrestrial Code,
as a FMD free zone practising vaccination

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)

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. in the Terrestrial Code and Asticle Chapter 1.1.3. in the
Terrestrial Goede Manual and describe how Veterinary Services supervise, control and maintain all FMD
related activities. Provide maps and tables wherever possible.

EU comment

As explained above, the EU does not agree with the proposed changes in point b) above.

c)

Role of farmers, industry and other relevant groups in FMD surveillance and control (include a
description of training and awareness programmes on FMD).

OIE Terrestrial Animal Health Standards Commission/August-September 2015




d)

15

Role of private veterinary profession in FMD surveillance and control.

3.  FMD eradication

a)

b)

d)

e)

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), and types and subtypes
present.

Strategy. Describe how FMD was controlled and eradicated in the zone (e.g. stamping-out policy,
modified stamping-out policy).

Vaccines and vaccination. Provide a description 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 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
population). Provide evidence to show its effectiveness (e.g. vaccination coverage, serosurveillance,
etc.). Also provide evidence that the vaccine used complies with Chapter 2.1.5. in 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.

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 8.8.10. 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 of Chapters 1.1.2., 1.1.3. and 2.1.5. in 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 names 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.

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 performance in inter-laboratory proficiency tests.

iii)  Provide details on the handling of live virus.

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.  FMD surveillance

OIE Terrestrial Animal Health Standards Commission/August- September 2015



16

Provide documentary evidence that surveillance for FMD in the country complies with the provisions of
Articles 8.8.40. to 8.8.42. in the Terrestrial Code and Chapter 2.1.5. in 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 methods and results (including differential diagnosis).

Surveillance. Are serological and virological surveys conducted to demonstrate freedom from infection,
in particular applying the provisions of Article 8.8.42.7 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 methods 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, markets 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?

FMD 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.

If the FMD free zone with vaccination is situated in a FMD infected country or borders an infected
country or zone, describe the biosecurity 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 quantity.
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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.

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 locations.

Describe the regulations, procedures, type and frequency of checks at the point of entry into the
country or 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 materials at risk of being contaminated with FMDV.

Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on illegal imports detected.

Describe and justify the corrective actions that have been implemented to prevent future FMD
outbreaks in response to any past disease incursions.

Contingency 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.

Is quarantine imposed on premises with suspicious cases, pending final diagnosis? What other
procedures are followed regarding suspicious cases (e.g. livestock standstills)?

In the event of a FMD outbreak:

i)

if)

i)

v)

indicate the sampling and testing procedures to be used to identify and confirm presence of the
causative agent;

describe the actions to be taken to report and control the disease situation in and around any
establishments found to be infected with FMD;

indicate the control or eradication procedures (e.g. vaccination, stamping-out policy, partial
slaughter or vaccination, methods of disposal of carcasses and other contaminated products or
materials, decontamination, etc.) that would be taken. Include information on access to antigen
and vaccine banks;

describe the procedures to be used to confirm successful control or eradication, including any
restocking provisions, sentinel animal and serosurveillance programmes;

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.

Compliance with the Terrestrial Code
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In addition to the documentary evidence that the provisions of Article 8.8.5. are properly implemented and
supervised, the Delegate of the Member Country must submit a declaration indicating that:
a) there has been no outbreak of FMD for the past two years,
b) no evidence of FMDV transmission for the past 12 months,

c) surveillance for FMD and FMDV transmission in accordance with Articles 8.8.40. to 8.8.42. is in
operation.

9. Recovery of status

Member Countries applying for recovery of status should comply with the provisions of Articles 8.8.7., and
points 1, 3 and 4 of Article 8.8.3. in the Terrestrial Code and provide information as specified in sections 1 -
7 (inclusive) of this questionnaire. Particular emphasis should be given to FMD eradication (section 3.), FMD
diagnosis (section 4.), FMD serological surveillance (section 5.b.), FMD prevention (section 6.) and
contingency planning and outbreak response programmes (section 7.).

[Article 1.6.7.]
[Article 1.6.8.]
[Article 1.6.9.]
[Article 1.6.10.]

Article 1.6.11.

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 8.8. of the Terrestrial Code

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) 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.

b) If the endorsed plan is gradually implemented to specific parts of the country, the boundaries of the
zones 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 zones.

c) Provide a general description of the livestock industry in the country and any zones.

2. Veterinary system
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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 Service of the country
with the provisions of Chapters 3.1. and 3.2. in the Terrestrial Code and Asticle Chapter 1.1.3. in the
Terrestrial Goede Manual and describe how Veterinary Services supervise, control and maintain all FMD
related activities in the country and any zones. Provide maps and tables wherever possible.

EU comment

As explained above, the EU does not agree with the proposed changes in point b) above.

c)

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.

Provide evidence that the legal framework and budget ensure that control and surveillance activities
are implemented in an effective and sustainable way.

3.  FEMD control

a)

f)

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 present.

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 FMDV from neighbouring
countries or zones and through trade.

Provide evidence of the impact of the control measures already implemented in the event of outbreaks
on the reduction of distribution and numbers of outbreaks. If possible, provide information on primary
and secondary outbreaks.

4.  FMD surveillance

Provide documentary evidence on whether surveillance for FMD in the country complies with the provisions
of Articles 8.8.40. to 8.8.42. in the Terrestrial Code and Chapter 2.1.5. in the Terrestrial Manual. In
particular, the following points should be addressed:
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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, slaughterhouses, 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 methods 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.

Provide information on circulating strains and risk in different husbandry systems, and provide
evidence that targeted studies are implemented to address gaps (e.g. targeted serological surveys,
active surveillance, participatory epidemiology studies, risk assessments, etc.) and that the acquired
knowledge assists in more effective implementation of control measures.

Provide evidence that surveys are carried out to assess vaccination coverage and population immunity
of the target populations, show laboratory evidence that the vaccine used is appropriate for circulating
strains of virus, show analysis of surveillance data to assess the change in FMD prevalence over time
in the target populations, assess the control measures (cost effectiveness, degree of implementation,
impact), provide information on outcomes of outbreak investigations including outbreaks that have
occurred despite control measures, documented inspections showing compliance with biosecurity and
hygiene requirements.

FMD laboratory diagnosis

Provide documentary evidence that the provisions of Chapters 1.1.2., 1.1.3. and 2.1.5. in 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 laboratories approved by
the Competent Authority to diagnose FMD. If not, provide the names 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).
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ii) 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 country or region).

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 policy and the
improved border controls have contributed to reducing the number of outbreaks or that outbreaks are
not related to imports or transboundary movements of domestic animals.

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.
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iv) Describe the action available under legislation, and actually taken, when an illegal import is
detected. Provide information on illegal imports detected, if available.

Control measures and emergency response

a)

b)

Give details of any written guidelines, including emergency response plans, available to 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 a FMD outbreak:

i) provide a detailed description of procedures that are followed in case of an outbreak including
forward and backward tracing;

ii) 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 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.

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)

f)

objectives,

expected status to be achieved,

timelines of the control programme,

performance indicators and methods for their measurement and verification, including the progressive
reduction in outbreak incidence towards elimination of FMDV transmission in all susceptible livestock in
at least one zone of the country,

description of the funding for the control programme and annual budgets for its duration,

details, if applicable, on a proposed timeline for the transition to the use of vaccines, which are fully

compliant with the Terrestrial Manual in order to enable demonstration of no evidence of FMDV
transmission.

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 8.8.39. in the Terrestrial
Code.
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[Article 1.6.12.]

[Article 1.6.13.]

—  Text deleted.
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Annex 10

CHAPTER 3.2.

EVALUATION OF VETERINARY SERVICES

EU comment

The EU thanks the OIE for its work on Article 3.2.14. of this chapter and can support
the proposed change.

[Article 3.2.1.]
[Article 3.2.2.]
[Article 3.2.3.]
[Article 3.2.4.]
[Article 3.2.5.]
[Article 3.2.6.]
[Article 3.2.7.]
[Article 3.2.8.]
[Article 3.2.9.]
[Article 3.2.10.]
[Article 3.2.11.]
[Article 3.2.12.]
[Article 3.2.13.]

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.

2. National information on human resources

OIE Terrestrial Animal Health Standards Commission/August- September 2015




a) Veterinarians

i)

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

Annex 10 (contd)

i)

Vi)

Numbers of:

full time government veterinarians: national and sub-national;
- part time government veterinarians: national and sub-national;

—  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.
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.

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.

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.

Veterinary education:

— number of veterinary schools;

— length of veterinary course (years);
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— 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
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.
d) Support personnel

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

e) Descriptive summary of the functions of the various categories of staff mentioned above
f)  Veterinary, veterinary para-professionals, livestock owner, farmer and other relevant associations
g) Additional information or comments.

3. Financial management information

a) 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;

OIE Terrestrial Animal Health Standards Commission/August- September 2015



e)

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.

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.

Communications

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

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.

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

Laboratories engaged in diagnosis

a)

b)

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

Numbers of veterinary diagnostic laboratories operating in the country:

i)  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.

Descriptive summary of accreditation procedures and standards for private laboratories.

Human and financial resources allocated to the government veterinary laboratories, including staff
numbers, graduate and post-graduate qualifications and opportunities for further training.
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e) List of diagnostic methodologies available against major diseases of farm livestock (including
poultry).

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

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

h) 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.

j) 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).

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

6. Institutes engaged in research

a) Numbers of veterinary research institutes operating in the country:
i)  government operated institutes;

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

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

7. Veterinary legislation, regulations and functional capabilities

a) Animal health and animal welfare and veterinary public health

i)  Assessment of the adequacy and implementation of relevant legislation (national or sub-
national) concerning the following:

— animal and veterinary public health controls at national frontiers;
- control of endemic animal diseases, including zoonoses;

— emergency powers for 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;

—  registration and use of veterinary pharmaceutical products including vaccines;
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b)

i

- animal welfare.

Assessment of ability of Veterinary Services to enforce legislation.

Export and import inspection

i)

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 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 welfare controls at export and import of animals;

- 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.

8. Animal health, animal welfare and veterinary public health controls

a)

Animal health

i)

i)

ii)

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)  Description of major animal welfare issues.

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

c) Veterinary public health
i)  Food hygiene
— Annual national slaughter statistics for the past three years according to official data by
species of animals (bovine, ovine, porcine, caprine, poultry, farmed game, wild game,

equine, other).

—  Estimate of total annual slaughterings which 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.

ii) 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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10.

—  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.

Quality systems

a)

c)

Accreditation

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

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.

Performance assessment and audit programmes

a)

c)

Strategic plans and review

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

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

Compliance

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

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

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.

i) Descriptive summary (and copy of reports if available) of subsequent action taken on
recommendations made in these reviews.

Training

i)  Descriptive summary of in-service and development programmes provided by the Veterinary
Services (or their parent Ministries) for relevant staff.

ii)  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.

Publications

Bibliographical list of scientific publications by staff members of Veterinary Services in the past
three years.

Sources of independent scientific expertise

List of local and international universities, scientific institutions and recognised veterinary
organisations with which the Veterinary Services have consultation or advisory mechanisms in
place.

Membership of the OIE

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

Text deleted.
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Annex 11

CHAPTER 5.3.

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

EU comment

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

Article 5.3.1.

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

The Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement) encourages the
Members of the World Trade Organization to base their sanitary measures on international standards, guidelines

and recommendations, where they exist. Members may choose to implement sanitary measures more stringent
adept—a—h@heelevel—ef—preteehen than that—prewded—by those in mternatlonal standards te*ts if there is a scientific

justification ided—by
nappropriate. In such cwcumstances Members are subject to obllgatlons relatlng to risk assessment and to a
consistent approach of risk management.

EU comment

In the paragraph above, the EU suggests mentioning the key objective of the WTO SPS
agreement, which is harmonisation of sanitary measures. Furthermore, that introductory
paragraph might benefit from being expanded a bit, to cover the main principles in more
detail. The rephrasing suggested below closely follows the language of a relevant WTO
publication (https://www.wto.org/english/res _e/booksp e/agrmntseries4 sps_e.pdf).

"The Agreement on the Application of Sanitary and Phytosanitary Measures (SPS
Agreement) encourages the Members of the World Trade Organization to base their sanitary
measures on international standards, guidelines and recommendations, where they exist. The
objective is to ensure harmonization. Member countries may choose to take measures to
rotect human, animal and plant life and/or health ba n th tandards or they ma

adopt more stringent Members-may-choose-to-implement sanitary measures mere-stringent
than-these-in-international standards-if-there-is-a-seientific justification as long as these are
based on science, are deemed necessary for the protection of health and as long as these do not
unjustifiably discriminate between trading partners. In such circumstances, Members are
subjeet-to-obligationsrelatingto-required to justify their standards via-a-vis trading partners.

Such justification is normally based on a sound evaluation of the risk (risk assessment) and
demonstration of te a consistent approach in terms of managing that risk ef (risk

management)."

The SPS Agreement, in Article 7, obliges WTO Members to notify changes in, and provide relevant information on,
sanitary measures which may, directly or indirectly, affect international trade.

OIE Terrestrial Animal Health Standards Commission/August-September 2015



https://www.wto.org/english/res_e/booksp_e/agrmntseries4_sps_e.pdf

EU comment

The EU suggests adding the rationale for the obligation contained in Article 7 of the SPS
Agreement, as follows:

"In order to promote transparency between trading partners, the SPS Agreement, in Article
7, [...]".

Indeed, the principle of transparency between trading partners is crucial in any trade
relations.

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

Article 5.3.2.

Introduction on the judgement of the equivalence of sanitary measures

EU comment

The EU suggests replacing the term "judgement' by the term "determination' in the title of
Art. 5.3.2. Indeed, the equivalence of sanitary measures is determined or assessed by the
trading partners, without the need to revert to any court judgement. It would thus be
appropriate to replace the word "judgement" by the word "determination' throughout the
text of the chapter (please note that the detailed EU comments below only point out certain
instances where the word "judgement" is used in the text, for consistency it should however
be replaced throughout the chapter).

The importation of animals and animal products involves a degree of risk to the animal and human health status of
an importing country. The estimation of that risk and the choice of the appropriate risk management option{s} are
made more difficult by differences among the animal health management systems and animal production systems
in Member Countries. However, lit is rew recognised that significantly different arimal-health—and-production
systems can prowde equ|valent animal and human health protect|on for the purposes of international trade—with

EU comment
The EU suggests rewording the paragraph above as follows:

"The importation of animals and animal products may involves a degree of risk [...] risk
management options are can be made more difficult by the complexities of, and differences
among, the animal health [...] However, it is recognised that significantly different systems
and different measures can provide achieve the equivalent level of animal and human health
protection |[...]".

Furthermore, the following additional explanation of equivalence is suggested to be added
after the paragraph above:

"Equivalence is thus essentially about determining that an acceptable level of risk can be
achieved in alternative ways. If a trading partner can demonstrate that the measures it
applies provide the same level of health protection, then these measures should be accepted as
equivalent."

These recommendations are to assist Member Countries to determine whether sanitary measures arising from

different animal-health—and—production systems may provide the same level of animal and human health
protection. They discuss principles which might be utilised in a judgement of equivalence, and outline a step-wise

process for trading partners to follow in determining facilitating-ajudgement-of equivalence. These provisions are
applicable whether equivalence applies at-the-level-of to specific measures or on a systems-wide basis, and

whether equivalence applies to specific areas of trade or commodities, or generally.
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EU comment

The EU suggests replacing the word "provide" by the word "achieve" in the first sentence of
the paragraph above, in line with the EU comment above.

In the second sentence of the paragraph above, the EU suggests replacing the words "utilised
in a judgement of equivalence' by "utilised in an_assessment of equivalence''.

Furthermore, at the end of the paragraph above, the EU suggests inserting the word ""more"
before the word ""generally" (editorial comment).

Article 5.3.3.

General considerations on the judgement of the equivalence of sanitary measures

EU comment
The EU suggests rewording the title above as follows:

"General considerations on the process of determination judgement of the equivalence of
sanitary measure''.

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

EU comment
The EU suggests rewording the first sentence above as follows:

""Before trade in animals or their products takes place may-eeeur, an importing country must
be assured satisfied that its animal health status and human health will be appropriately
protected.".

Furthermore, the EU suggests inserting the word "situation" after the words "about the
animal health" in the second sentence.

Benefits of applying equivalence may include:

EU comment

The EU suggests rephrasing the above sentence as follows:

"When equivalence can be determined. a number of benefits ef-applying-equivalenece may
arise inelude:".

. minimising costs associated with international trade by tailoring sanitary measures arimal-health-measures to
local circumstances;

EU comment

The EU suggests rephrasing the above bullet point as follows:
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"minimising costs associated with international trade by tailering allowing sanitary measures
to be tailored to local circumstances;"

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

e decreased reliance on relatively costly commodity testing and isolation procedures in bilateral or multilateral
agreements.

EU comment

The EU suggests deleting the words "in bilateral or multilateral agreements', as they are not
necessary to convey the intended meaning.

The Terrestrial Code recognises equivalence by recommending alternative sanitary measures for many diseases,
infections and infestations pathegenic-agents. Equivalence may be gained, for example, by enhanced surveillance
and monitoring, by the use of alternative test, treatment or isolation procedures, or by combinations of the above.

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

H—is—essentialto—apply—a-—seientific Member Countries should use risk analysis to the—extent—practicable—in

establishirg the basis for a judgement of equivalence.

Article
5.3.4.

Prerequisite considerations in a judgement of equivalence

EU comment
The EU suggests rewording the title above as follows:
"Prerequisite considerations for the determination in-a-judgement of equivalence'.

1. Application of risk assessment

Application-of the-diseipline-of Rrisk assessment provides a structured basis for judging equivalence among
different sanitary measures as it allows a comparison close—examination—to-be—-made of the effect of a

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

A judgement of equivalence should nreeds—to assess the sanitary measure in terms of its effectiveness

against regardmg the partlcular risk or group of risks agalnst which it the-measure is de3|gned to protect

EU comment

The EU suggests rephrasing the first sentence of the above paragraph as follows:

"In the process of determining equivalence, a risk assessment should compare the sanitary
measures in terms of its their effectiveness |[...]".

2. Categorisation of sanitary measures

Proposals for equivalence may be in terms of a measure comprising a single component of a measure (e.g.
an isolation procedure, a test or treatment requirement, a certification procedure) or multiple components
(e.g. a production system for commodity), or a combination of measures. Multiple components or
combinations of measures may be applied consecutively or concurrently.
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EU comment

The EU suggests rephrasing the first sentence of the above paragraph as follows:

"Proposals for determination of equivalence may be-in-terms-of-ameasure-comprising

concern a single component [...]".

Furthermore, in the paragraph below, the word "each" before "disease-specific' should be
deleted, as it seems superfluous.

Sanitary measures are these described in each disease-specific chapter of the Terrestrial Code which-are
used for reducing risks reduction—and-are—appropriate—forparticular posed by that diseases; infection or

infestation. Sanitary measures may be applied either alone or in combination and include test requirements,
processing requirements, inspection or certification procedures, quarantine confinements, and sampling
procedures.

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

a) infrastructure: including the Ieglslatwe base (e.g. ammal health law) and adm|n|strat|ve systems (e.g.

organisation of Veterinary Services
organisations);

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

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

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

In some cases, such as a method for pathogen inactivation, a comparison of specific technical requirements

may suffice. In many instances, however, a judgement as to whether the same level of protection is likely to
be achieved may only be able-to-be determined through an evaluation of all relevant components of an

exportmg countrys animal health mgngggmgnt systems and animal productlon system Eer—example—a

EU comment

In the first sentence of the paragraph above, the EU suggests replacing the words "a
judgement as to" by the words "an assessment of"'.

Furthermore, for consistency with Article 5.3.2., the EU suggests using the plural form of
"animal production system' also in the paragraph above.

Article
5.3.5.

Principles for judgement of equivalence

In conjunction with the above considerations, judgement of the equivalence of sanitary measures should be based
on application of the following principles:

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

2) the importing country should be able to describe the reason for each sanitary measure i.e. the level of
protection intended to be achieved by application of the identified measure against a hazard,
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3) an importing country should recognise that sanitary measures different from the ones it has proposed may

be capable of providing the same level of protection, in particular, it should consider the existence of
specified disease-free zones/regions or compartments;

EU comment

The EU suggests replacing the words "ones it has proposed" by the words "measures it
applies", and the word "providing'" by the word "achieving" in point 3 above.

Furthermore, the words ", for which equivalence can be determined' should be added at the
end of the sentence.

4) the importing country should, upon request, enter into consultations with the exporting country with the aim
of facilitating a judgement of equivalence;

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

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

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

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

9) the importing country should evaluate submissions for equivalence in a timely, consistent, transparent and
objective manner, and in accordance with appropriate risk assessment principles;

10) the importing country should take into account any knowledge of and prior experience with the Veterinary
Authority or other Competent Authority of the exporting country;

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

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

13) to facilitate a judgement of equivalence, Member Countries should base their sanitary measures on relevant
OIE standards, where these exist;

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

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

the successful completion of a judgement of equivalence.

Article
5.3.6.

Sequence of steps to be taken in judgement of equivalence

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

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

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

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

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

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

5) judgement of equivalence by the importing country should takes into account as appropriate:

a) the impact of biological variability and uncertainty;
b) the expected effect of the alternative sanitary measure{s)-en-all-relevant-hazards;
c) OIE standards;

d) application of selely qualitative frameworks—where—it—is—not—pessible or reasonable—to—conduct

quantitative risk assessment;

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

a) recognitionses of the equivalence of the exporting country's alternative sanitary measure(s); or
b) requests for further information; or

c) rejections of the case for equivalence of the alternative sanitary measure{sy,

7) an attempt should be made to resolve any differences of opinion over judgement of a case;-either-interim-or
final; by using an agreed mechanism such as te-reach-consensus—{e-g- the OIE informal procedure for
dispute mediation},-er-by-referral-to-an-agreed-expert (Article 5.3.8.);

8) depending on the category of measures involved, the importing country and the exporting country may enter
into a formal or informal ag ggmgnt of equwalence ag#eement g|vmg effect to the judgement er-alessformal

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

Article 5.3.7.

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

The establishment 4
zone or a compartment | cribed in ter n |dered tradm artners wh

stabllshmg samtag measures for trade.

and—at—thembepdeps—aqd—theqﬁmmng—maew— IFhe RFecommended steps are:

1. For zoning
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c)

9)

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

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

The exporting country provides:

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

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

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

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

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

iii)  its own animal health situation with respect to the diseasefs) concerned; and

iv) other relevant OIE standards.

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

i)  recognition of the zone; or

i)  request for further information; or

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

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

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

For compartmentalisation

a)

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

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

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

i) the surveillance and monitoring programme in place is appropriate to verify the status of such a
subpopulation with respect to such the disease{s) in question.
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The exporting country describes the compan‘ment in accordance with the-recommendations—in—the
Terrestrial-Code Chapters 4.3. and 4.4

The exporting country provides:

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

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

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

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

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

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

iv) other relevant OIE standards.

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

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

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

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

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

The Veterinary Authority of the exporting country should promptly inform importing countries of any
occurrence of a disease in respect of which the compartment was defined.

Article 5.3.8.

The OIE informal procedure for dispute mediation

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

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

2) If considered appropriate, the Director General of the OIE recommends an expert, or experts, and a
chairman, as requested, agreed by both parties.

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

4) The expert or experts are entitled to seek clarification of any of the information and data provided by either
country in the assessment or consultation processes, or to request additional information or data from either
country.
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5) The expert or experts shall submit a confidential report to the Director General of the OIE, who will transmit it
to both parties.

—  Text deleted.
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Annex 12

CHAPTER 6.7.

HARMONISATION OF
NATIONAL ANTIMICROBIAL RESISTANCE
SURVEILLANCE AND MONITORING PROGRAMMES

EU comment

The EU can support the proposed changes to this chapter. However, these changes seem
rather unnecessary. The EU in general invites the Code Commission to concentrate on
its priorities, and to avoid repeatedly amending the same chapter, unless required
further to e.g. new scientific developments.

Article 6.7.1.
Objective
This chapter provides criteria for the:
1) development of national antimicrobial resistance surveillance and monitoring programmes,
2) harmonisation of existing national antimicrobial resistance surveillance and monitoring programmes,
in food producing animals and in products of animal origin intended for human consumption.
Article 6.7.2.
Purpose of surveillance and monitoring
Active (targeted) surveillance and monitoring are core parts of national antimicrobial resistance surveillance
programmes. Passive surveillance and monitoring may offer additional information (refer to Chapter 1.4.).

Cooperation between all Member Countries conducting antimicrobial resistance surveillance should be
encouraged.

Surveillance and monitoring of antimicrobial resistance is necessary to:

1) assess and determine the trends and sources of antimicrobial resistance in bacteria;

2) detect the emergence of new antimicrobial resistance mechanisms;

3) provide the data necessary for conducting risk analyses as relevant to animal and human health;
4) provide a basis for policy recommendations for animal and human health;

5) provide information for evaluating antimicrobial prescribing practices and, for prudent use
recommendations;

6) assess and determine effects of actions to combat antimicrobial resistance.
Article 6.7.3.

The development of antimicrobial resistance surveillance and monitoring
programmes

1. General aspects
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3.

Surveillance of antimicrobial resistance at targeted intervals or ongoing monitoring of the prevalence of
resistance in bacteria from animals, food, environment and humans, constitutes a critical part of animal
health and food safety strategies aimed at limiting the spread of antimicrobial resistance and
optimising the choice of antimicrobial agents used in therapy.

Monitoring of bacteria from products of animal origin intended for human consumption collected at
different steps of the food chain, including processing, packing and retailing, should also be
considered.

National antimicrobial resistance monitoring and surveillance programmes should be scientifically
based and may include the following components:

a) statistically based surveys;

b) sampling and testing of food producing animals on the farm, at live animal markets or at
slaughter,

c) an organised sentinel programme, for example targeted sampling of food producing animals,
herds, flocks, and vectors (e.g. birds, rodents);

d) analysis of veterinary practice and diagnostic /laboratory records;
e) sampling and testing of products of animal origin intended for human consumption.

Sampling strategies

a) Sampling should be conducted on a statistical basis. The sampling strategy should ensure:
- the sample is representative of the population of interest;
- the robustness of the sampling method.

b) The following criteria are to be considered:
- sample source such as food producing animal, food, animal feed,;

- animal species;

category of animal within species such as age group, production type;

health status of the animals such as healthy, diseased;

— sample selection such as targeted, systematic random, non-random;

type of sample (e.g. faecal, carcass, food product);
- sample size.

Sample size

The sample size should be large enough to allow detection of existing and emerging antimicrobial
resistance phenotypes.
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Annex 12 (contd)

Table 1. Sample size estimates for prevalence in a large population

90% Level of confidence 95% Level of confidence
pEr:‘e:é t::e Desired precision Desired precision
10% 5% 1% 10% 5% 1%
10% 24 97 2,429 35 138 3,445
20% 43 173 4,310 61 246 6,109
30% 57 227 5,650 81 323 8,003
40% 65 260 6,451 92 369 9,135
50% 68 270 6,718 96 384 9,512
60% 65 260 6,451 92 369 9,135
70% 57 227 5,650 81 323 8,003
80% 43 173 4,310 61 246 6,109
90% 24 97 2,429 35 138 3,445

4. Sample sources
Member Countries should examine their livestock production systems on the basis of available
information and assess which sources are likely to contribute most to a potential risk to animal and
human health.
a) Animal feed
Member Countries should consider including animal feed in surveillance and monitoring
programmes as they may become contaminated with antimicrobial resistant bacteria, e.g.
Salmonella.

b) Food producing animals

Categories of food producing animals considered for sampling should be relevant to the country’s
production system.

c) Food
Member Countries should consider including products of animal origin intended for human
consumption in surveillance and monitoring programmes as foodborne transmission is considered

to be an important route for the transfer of antimicrobial resistance.

5. Type of sample to be collected

Feed samples should be collected in amounts sufficient for isolation of resistant bacteria of concern (at
least 25 g) and should be linked to pathogen surveillance programmes.

Faecal samples should be collected in amounts sufficient for isolation of the resistant bacteria of
concern (at least 5 g from bovine and porcine and whole caeca from poultry).
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Annex 12 (contd)

Sampling of carcasses at the abattoir provides information on slaughter practices, slaughter hygiene
and the level of microbiological contamination and cross-contamination of meat. Further sampling of
the product at retail sales level may provide additional information on the overall microbiological
contamination from slaughter to the consumer.

Existing food processing microbiological monitoring, risk-based management and other food safety
programmes may provide useful samples for surveillance and monitoring of resistance in the food
chain after slaughter.

Table 2. Examples of sampling sources, sample types and monitoring output

Additional information
Source Type Output required or additional
stratification

Herd or flock of  Faeces or bulk Prevalence of resistant bacteria originating from animal populations (of Age categories, production

origin milk different production types) types, etc.
9 Relationship between resistance — and antimicrobial use Antimicrobial use over time

Faeces Prevalence of resistant bacteria originating from animals at slaughter

Abattoir .Caec? or As above
intestines
Carcass Hygiene, contamination during slaughter

E;?;?:;mg’ Food products  Hygiene, contamination during processing and handling

Point of sale Prevalence of resistant bacteria originating from food, exposure data

. Food products
(Retail) for consumers

Prevalence of resistant bacteria originating from animal feed, exposure

Various origins Animal feed A
data for animals

6. Bacterial isolates
The following categories of bacteria could be monitored:
a) Animal bacterial pathogens relevant to the countries’ priorities
Monitoring of antimicrobial resistance in animal pathogens is important, both to:
i)  detect emerging resistance that may pose a concern for animal and human health;
ii)  guide veterinarians in their prescribing decisions.

Information on the occurrence of antimicrobial resistance in animal pathogens is in general
derived from routine clinical material sent to veterinary diagnostic laboratories. These samples,
often derived from severe or recurrent clinical cases including therapy failure, may provide biased
information.

b) Zoonotic bacteria
i)  Salmonella

Salmonella should be sampled from animal feed, food producing animals and animal derived
food products. For the purpose of consistency and harmonisation, samples should be
preferably taken at the abattoir.
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Annex 12 (contd)

Surveillance and monitoring programmes may also include bacterial isolates obtained from
designated national laboratories originating from other sources.

Isolation and identification of bacteria and bacterial strains should follow nationally or
internationally standardised procedures.

Serovars of public health importance such as S. Typhimurium and S. Enteritidis should be
included. The inclusion of other relevant serovars will depend on the epidemiological
situation in each country.

All Salmonella isolates should be serotyped and, where appropriate, phage-typed according
to standard methods used at the nationally designated /aboratories. For those countries that
have the capabilities, Salmonella could be genotyped using genetic finger-printing methods.

ii) Campylobacter

Campylobacter jejuni and C. coli should be isolated from food producing animals and
associated food products (primarily from poultry). Isolation and identification of these
bacteria should follow nationally or internationally standardised procedures. Campylobacter
isolates should be identified to the species level.

iii) Other emerging bacterial pathogens

Other emerging bacterial pathogens such as methicillinresistant Staphylococcus aureus
(MRSA), Listeria monocytogenes or others which are pathogenic to humans, may be
included in resistance surveillance and monitoring programmes.

c) Commensal bacteria

E. coli and enterococci (Enterococcus faecium and E. faecalis) may be sampled from animal
feed, food producing animals and products of animal origin intended for human consumption.

These bacteria are commonly used in surveillance and monitoring programmes as indicators,
providing information on the potential reservoir of antimicrobial resistance genes, which may be
transferred to pathogenic bacteria. It is considered that these bacteria should be isolated from
healthy animals, preferably at the abattoir, and be monitored for antimicrobial resistance.

7. Storage of bacterial strains

If possible, isolates should be preserved at least until reporting is completed. Preferably, appropriate
isolates should be permanently stored. Bacterial strain collections, established by storage of all
isolates from certain years, will provide the possibility of conducting retrospective studies.

8. Antimicrobial susceptibility testing

Clinically important antimicrobial agents or classes used in human and veterinary medicine should be
included in antimicrobial resistance surveillance programmes. Member Countries should refer to the
OIE list of antimicrobials of veterinary importance for monitoring purposes. However, the number of
tested antimicrobial agents may have to be limited according to financial resources.

Appropriately validated antimicrobial susceptibility testing methods should be used in accordance with
Guideline 3.1. of the Terrestrial Manual, concerning laboratory methodologies for bacterial
antimicrobial susceptibility testing. Antimicrobial susceptibility data should be reported quantitatively
(minimum inhibitory concentrations [MICs] or inhibition zone diameters), rather than qualitatively.
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Annex 12 (contd)

9. Recording, storage and interpretation of data

a) Because of the volume and complexity of the information to be stored and the need to keep these
data available for an undetermined period of time, careful consideration should be given to
database design.

b) The storage of raw (primary, non-interpreted) data is essential to allow the evaluation in response
to various kinds of questions, including those arising in the future.

c) Consideration should be given to the technical requirements of computer systems when an
exchange of data between different systems (comparability or compatibility of automatic recording
of laboratory data and transfer of these data between and within resistance monitoring
programmes) is envisaged. Results should be collected in a suitable national database. They
should be recorded quantitatively:

i)  as distributions of MICs in micrograms per millilitre;
i)  orinhibition zone diameters in millimetres.
d) The information to be recorded should include, where possible, the following aspects:
i)  sampling programme;
ii) sampling date;
iii) animal species and production type;
iv) type of sample;
v)  purpose of sampling;
vi) type of antimicrobial susceptibility testing method used;

vii) geographical origin (geographical information system data where available) of herd, flock or
animal,

viii) animal factors (e.g. age, condition, health status, identification, sex).
e) The reporting of laboratory data should include the following information:

i) identity of laboratory,

i) isolation date,

iii) reporting date,

iv) bacterial species,

and, where relevant, other typing characteristics, such as:

v)  serotype or serovar,

vi) phage type,

vii) antimicrobial susceptibility result or resistance phenotype,

viii) genotype.
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f)  The proportion of isolates regarded as resistant should be reported, including the defined
interpretive criteria used.

g) In the clinical setting, breakpoints are used to categorise bacterial strains as susceptible,
intermediate or resistant. These clinical breakpoints may be elaborated on a national basis and
may vary between Member Countries.

h)  The antimicrobial susceptibility testing standards and guidelines used should be recorded.

i) For surveillance purposes, use of the microbiological breakpoint (also referred to as
epidemiological cut-off point), which is based on the distribution of MICs or inhibition zone
diameters of the specific bacterial species tested, is preferred. When using microbiological
breakpoints, only the bacterial population with acquired resistance that clearly deviates from the
distribution of the normal susceptible population will be designated as resistant.

j)  Ideally, data should be collected at the individual isolate level, allowing antimicrobial resistance
patterns to be recorded.

10. Reference laboratory and annual reports

a) Member Countries should designate a national reference centre that assumes the responsibility
to:

i)  coordinate the activities related to the antimicrobial resistance surveillance and monitoring
programmes;

ii) coordinate and collect information from participating surveillance laboratories within the
country;

iii) produce an annual report on the antimicrobial resistance situation in the country.
b) The national reference centre should have access to the:

i)  raw data;

ii) complete results of quality assurance and inter-laboratory calibration activities;

iii) inter-laboratory proficiency testing results;

iv) information on the structure of the monitoring system;

v) information on the chosen laboratory methods.

—  Text deleted.
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CHAPTER 6.8.

MONITORING OF THE QUANTITIES AND
USAGE PATTERNS OF ANTIMICROBIAL
AGENTS IN FOOD-PRODUCING ANIMALS

EU comment

The EU supports the proposed changes to this chapter.

Article 6.8.1.

Definition and purpose

For the purposes of this chapter, therapeutic use of antimicrobial agents means the administration of
ntimicrobial nts to animals for treating an ntrolling infecti i

The purpose of these recommendations is to describe an approach to the monitoring of the quantities of
antimicrobial agents used in food-producing animals.

In order to evaluate antimicrobial exposure in food-producing animals, quantitative information should be
collected to monitor usage patterns by animal species, antimicrobial agents or class, type of use
(therapeutic or non-therapeutic) and route of administration.

Article 6.8.2.
Objectives

The information provided in these recommendations is essential for antimicrobial resistance risk analyses
and planning purposes and should be read in conjunction with Chapters 6.7. and 6.10. This information is
necessary for interpreting antimicrobial resistance surveillance data and can assist in responding to
problems of antimicrobial resistance in a precise and targeted way. The continued collection of this basic
information will also help to give an indication of trends in the use of antimicrobial agents in animals over
time and potential associations with antimicrobial resistance in animals.

This information may also assist in risk management to evaluate the effectiveness of efforts to ensure
responsible and prudent use and mitigation strategies (for example, by identifying changes in veterinary
prescribing practices) and to indicate where change of antimicrobial usage practices might be appropriate.
The publication of these data is important to ensure transparency and to allow all interested parties to
assess trends, to perform risk assessments and for risk communication purposes.

Article 6.8.3.
Development and standardisation of antimicrobial monitoring systems
Systems to monitor antimicrobial usage consist of the following elements:

1. Sources of antimicrobial data

a) Basic sources

Sources of data will vary from country to country. Such sources may include customs, import and
export data, manufacturing and sales data.

b) Direct sources
Data from veterinary medicinal product registration authorities, wholesalers, retailers,

pharmacists, veterinarians, feed stores, feed mills and pharmaceutical industry associations can
be efficient and practical sources. A possible mechanism for the collection of this information is to
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make the provision of appropriate information by pharmaceutical manufacturers to the regulatory
authority one of the requirements of antimicrobial registration.

End-use sources (veterinarians and food animal producers)

This may be appropriate when basic or direct sources cannot be used for the routine collection of
the information or when more accurate and locally specific information is required (such as off
label use).

Periodic collection of this type of information may be sufficient.

Collection, storage and processing of data from end-use sources should be carefully designed,
well managed and have the capability to produce accurate and targeted information.

Other sources

Non-conventional sources including Internet sales data related to antimicrobial agents could be
collected where available.

Member Countries may wish to consider, for reasons of cost and administrative efficiency, collecting
medical, food-producing animal, agricultural and other antimicrobial use data in a single programme. A
consolidated programme would also facilitate comparisons of animal use with human use data for risk
analysis purposes and help to promote optimal usage of antimicrobial agents.

Types and reporting formats of antimicrobial usage data

a)

Type of antimicrobial use data

The data collected at minimum should be the weight in kilograms of the active ingredient of the
antimicrobial(s) used in food-producing animals per year. It is possible to estimate total usage by
collecting sales data, prescribing data, manufacturing data, import and export data or any
combination of these.

The total number of food-producing animals by species, type of production and their weight in
kilograms for food production per year (as relevant to the country of production) is essential basic
information.

Information on dosage regimens (dose, dosing interval and duration of the treatment) and route of
administration are elements to include when estimating antimicrobial usage in food-producing
animals.

Reporting formats of antimicrobial use data

The antimicrobial agents, classes or sub-classes to be included in data reporting should be based
on current known mechanisms of antimicrobial activity and antimicrobial resistance data.

Nomenclature of antimicrobial agents should comply with international standards where available.

For active ingredients present in the form of compounds or derivatives, the mass of active entity
of the molecule should be recorded. For antimicrobial agents expressed in International Units, the
factor used to convert these units to mass of active entity should be stated.

The reporting of antimicrobial use data may be further organised by species, by route of
administration (specifically in-feed, in-water, injectable, oral, intramammary, intra-uterine and
topical) and by type of use (therapeutic or non-therapeutic).

Regarding data coming from end-use sources, further breakdown of data for analysis of

antimicrobial use at the regional, local, herd and individual veterinarian or veterinary practice
levels may be possible.
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Article 6.8.4.
Interpretation

According to the OIE risk assessment guidelines (refer to Chapter 6.10.), factors such as the number or
percentage of animals treated, treatment regimes, type of use and route of administration are key elements
to consider.

When comparing antimicrobial use data over time, changes in the size and composition of animal
populations should also be taken into account.

The interpretation and communication of results should take into account factors such as seasonality and
disease conditions, animal species and age affected, agricultural systems (e.g. extensive range conditions
and feedlots), animal movements, and dosage regimens with antimicrobial agents.

—  Text deleted.
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CHAPTER 8.16.
INFECTION WITH TRICHINELLA SPP.

EU comment

The EU supports the proposed changes to this chapter.

Article 8.16.1.
General provisions
Trichinellosis is a widely distributed zoonosis caused by eating raw or undercooked meat from Trichinella infected
food-producing animals or wildlife. Given that clinical signs of trichinellosis are not generally recognised in
animals, the importance of trichinellosis lies exclusively in the risk posed to humans and costs of control in
slaughter populations.
The adult parasite and the larval forms live in the small intestine and muscles (respectively) of many mammalian,
avian and reptile host species. Within the genus Trichinella, twelve genotypes have been identified, eight of which
have been designated as species. There is geographical variation amongst the genotypes.
Prevention of infection in susceptible species of domestic animals intended for human consumption relies on the
prevention of exposure of those animals to the meat and meat products of Trichinella infected animals. This
includes consumption of food waste of domestic animal origin, rodents and wildlife.

Meat and meat products derived from wildlife should be considered a potential source of infection for humans.
Therefore untested meat and meat products of wildlife may pose a public health risk.

For the purposes of the Terrestrial Code, infection with Trichinella spp. infection is defined as an infection of
suids or equids by parasites of the genus Trichinella.

This chapter provides recommendations for on-farm prevention of Trichinella infection in domestic pigs (Sus
scrofa domesticus), and safe trade of meat and meat products derived from suids and equids. This chapter
should be read in conjunction with the Codex Alimentarius Code of Hygienic Practice for Meat (CAC/RCP 58-

2005) and Guidelines for the control of Trichinella spp. in meat of Suidae (CAC/GL 86-2015).

Methods for the detection of Trichinella infection in pigs and other animal species include direct demonstration
of Trichinella larvae in muscle samples. Demonstration of the presence of Trichinella-specific circulating
antibodies using a validated serological test may be useful for epidemiological purposes.

When authorising the import or transit of the commodities covered in this chapter, with the exception of those
listed in Article 8.16.2., Veterinary Authorities should apply the recommendations in this chapter.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 8.16.2.
Safe commodities

When authorising the import or transit of the following commodities, Veterinary Authorities should not require any
Trichinella related conditions, regardless of the status of the animal population of the exporting country or zone:

1)  hides, skins, hair and bristles;
2) semen, embryos and oocytes.

Article 8.16.3.
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Measures to prevent infection in domestic pig herds kept wunder controlled
management conditions

1)  Prevention of infection is dependent on minimising exposure to potential sources of Trichinella:
Annex 14 (contd)
a) facilities and the surrounding environment should be managed to prevent exposure of pigs to rodents
and wildlife;
b) raw food waste of animal origin should not be present at the farm level and should not be fed to pigs;

c) feed should comply with the requirements in Chapter 6.3. and should be stored in a manner to prevent
access by rodents and wildlife;

d) arodent control programme should be in place;
e) dead animals should be immediately removed and disposed of in accordance with Chapter 4.12;

f)  introduced pigs should originate from herds officially recognised as being under controlled
management conditions as described in point 2, or from herds of a compartment with a negligible risk
of Trichinella infection, as described in Article 8.16.5.

2. The Veterinary Authority may officially recognise pig herds as being under controlled management
conditions if:

a) all management practices described in point 1 are complied with and recorded;

b) visits by approved auditors have been made periodically to verify compliance with good management
practices described in point 1; the frequency of inspections should be risk-based, taking into account
historical information, slaughterhouse monitoring results, knowledge of established farm management
practices and the presence of susceptible wildlife;

c) asubsequent programme of audits is conducted, taking into account the factors described in point b.
Article 8.16.4.
Prerequisite criteria for the establishment of compartments with a negligible
risk of Trichinella infection in domestic pigs kept under controlled management

conditions

Compartments with a negligible risk of Trichinella infection in domestic pigs kept under controlled management
conditions can only be established in countries, in which the following criteria, as applicable, are met:

1)  Trichinella infection is notifiable in the whole territory and communication procedures on the occurrence of
Trichinella infection are established between the Veterinary Authority and the public health authority;

2) the Veterinary Authority has knowledge of, and authority over, all domestic pigs;
3) the Veterinary Authority has current knowledge of the distribution of susceptible species of wildlife;

4) an animal identification and animal traceability system for domestic pigs is implemented in accordance with
Chapters 4.1. and 4.2.;

5) Veterinary Services have the capability to assess the epidemiological situation, detect the presence of
Trichinella infection (including genotype, if relevant) in domestic pigs and identify exposure pathways.

Article 8.16.5.

Compartment with a negligible risk of Trichinella infection in domestic pigs
kept under controlled management conditions

OIE Terrestrial Animal Health Standards Commission/August-September 2015



The Veterinary Authority may recognise a compartment in accordance with Chapter 4.4. as having negligible risk
of Trichinella infection in domestic pigs kept under controlled management conditions if the following conditions
are met:

1)  all herds of the compartment comply with the requirements in Article 8.16.3.

Annex 14 (contd)

2) Article 8.16.4. has been complied with for at least 24 months;

3) the absence of Trichinella infection in the compartment has been demonstrated by a surveillance
programme which takes into account current and historical information, and slaughterhouse monitoring
results, as appropriate, in accordance with Chapter 1.4.;

4) once a compartment is established, a subsequent programme of audits of all herds within the compartment
is in place to ensure compliance with Article 8.16.3;

5) if an audit identifies a lack of compliance with the criteria described in Article 8.16.3. and the Veterinary
Authority determines this to be a significant breach of biosecurity, the herd(s) concerned should be removed
from the compartment until compliance is re-established.

Article 8.16.6.
Recommendations for the importation of meat or meat products of domestic 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) either:

a) comes from domestic pigs originating from a compartment with a negligible risk for Trichinella
infection in accordance with Article 8.16.5.;

OR

b) comes from domestic pigs that tested negative by an approved method for the detection of Trichinella
larvae;

c) was processed to ensure the inactivation of Trichinella larvae in accordance with the Codex Guidelines
for the control of Trichinella spp. in meat of Suidae (CAC/GL 86-2015) therecommendations—ofthe

Codex-Alimentarius-{understudy).

Article 8.16.7.

Recommendations for the importation of meat or meat products of wild or feral
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) either:
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a) comes from wild or feral pigs that tested negative by an approved method for the detection of
Trichinella larvae;

OR

b) was processed to ensure the inactivation of Trichinella larvae in accordance with the Codex Guidelines
for the control of Trichinella spp. in meat of Suidae (CAC/GL 86-2015) therecommendations—of-the
Codex Al s { .

Article 8.16.8.

Recommendations for the importation of meat or meat products of domestic equids

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 domestic equids that tested negative by an approved method for the detection of Trichinella
larvae.

Article 8.16.9.

Recommendations for the importation of meat or meat products of wild and feral
equids

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 inspected in accordance with Chapter 6.2.;
AND

2) comes from wild or feral equids that tested negative by an approved method for the detection of Trichinella
larvae.

—  Text deleted.
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CHAPTER 15. 3.

INFECTION WITH TAENIA SOLIUM

EU comment

The EU supports the proposed changes to this chapter.

Article 15.3.1.

General provisions

Infection-with Taenia solium is a zoonotic parasiticinfection parasite of pigs and occasionally of other
animals. T. solium is a cestode (tapeworm) that is endemic in large areas of Latin America, Asia and sub-
Saharan Africa. The adult 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 become infected with the larval stage through
the ingestion of eggs shed in faeces of infected humans. The most severe form of the human infection by
the larval stage in—humans is neurocysticercosis which causes neurological disorders including 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.

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 ar essential in preventing and controlling T. solium transmission.

In pigs, cysticercosis occurs by ingestion of T. solium eggs from faeces, or environments contaminated with
faeces of humans harbouring adult T. solium.

For the purposes of the Terrestrial Code, infection with T. solium is defined as an infection of pigs.

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 15.3.2. Veterinary Authorities should apply the recommendations in this chapter.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 15.3.2.
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:

1) processed fat;

OIE Terrestrial Animal Health Standards Commission/August- September 2015



http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_marchandise
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_marchandise

casings;

semi-processed skins which have been submitted to the usual chemical and mechanical processes in
use in the tanning industry;

bristles, hooves and bones;

embryos;-eeeytes and semen.

Article 15.3.3.

Measures to prevent and control infection with T. solium

The Veterinary Authority and other Competent Authorities 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 the following measures:

1.

Prevention of infection in pigs

Transmission of T. solium eggs from humans to pigs can be avoided by:

de)

preventing the exposure of pigs to environments contaminated with human faeces;

preventing the deliberate use of human faeces as pig feed or the use of pigs as a means of
human faeces disposal;

preventing the use of untreated sewage effluent to irrigate or fertilise land to be used by pigs for
forage and or for food crops;

nsuring that any treat Wi ffluent to_irrigate or fertilise land t igs for
forage or for food crops has been treated in a manner shown to inactivate T. solium eggs;

providing adequate toilet and sanitation facilities for people in pig rearing establishments to
prevent the exposure of pigs and their environment to human faeces.

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.

When cysticerci are detected during post-mortem meat inspection:

i) if 20-ermere cysticerci are detected in a carcass of a pig in_multiple locations (systemic
infection), 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 fewerthan-20 only localised cysticerci are detected in a carcass of a pig, the meat from
that carcass and from all pigs from the same establishment of origin should be treated in
accordance with Article 15.3.6. or may be 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 intervention;

iv) post-mortem examination of pigs at slaughter from known infected establishments should be
intensified until sufficient evidence has been obtained indicating that the infection has been
eliminated from the establishment.

An optimal control programme should include detection and treatment of human tapeworm carriers

and control of sewage used for agricultural production.
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Article 15.3.4.

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 provided that the methods used do not cause injury and avoid
unnecessary suffering;

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 15.3.3.

Animal identification and animal traceability systems should be implemented in accordance with the
provisions of Chapters 4.1. and 4.2.

Article 15.3.5.
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 accordance with Article 1.4.6.;

or

b) comes from pigs which have been subjected to post-mortem inspections for T. solium cysticerci
with favourable results;

or

c) has been processed to ensure the inactivation of the T. solium cysticerci in accordance with one
of the procedures referred to in Article 15.3.6.
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Article 15.3.6.
Procedures for the inactivation of T. solium cysticerci in meat of pigs
For the inactivation of T. solium cysticerci in meat of pigs, one of the following procedures should be used:
1) heat treatment to a core temperature of at least 80 60°C; or

2) freezing to minus 10°C or less for at least ten days or any time and temperature equivalent.

—  Text deleted.
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CHAPTER 7.5.

SLAUGHTER OF ANIMALS

Annex 16

EU comment

The EU thanks the OIE for its work on this chapter. The EU can support the deletion of
the diagrams. We do however ask that the webpage with reference to the HSA handbook
is developed first, and that the diagrams are retained until this work has been completed.
Then it will also be possible to insert in the chapter a reference to where the diagrams

may be found. In addition the EU does have a few comments as indicated below.

[Article 7.5.1.]

[Article

[Article

[Article

[Article

[Article

Article

Stunning methods

1.  General considerations

7

7

.5.

.5.

2

3.

-]

The competence of the operators, and the appropriateness, and effectiveness of the method used for stunning
and the maintenance of the equipment are the responsibility of the management of the slaughterhouse, and

should be checked regularly by a Competent Authority.

Persons carrying out stunning should be properly trained and competent, and should ensure that:

a)
b)

c)

d)
e)
f)

9)

the animal is adequately restrained;

animals in restraint are stunned as soon as possible;

the equipment used for stunning is maintained and operated properly in accordance with the
manufacturer's recommendations, in particular with regard to the species and size of the animal;

the equipment is applied correctly;

stunned animals are bled out (slaughtered) as soon as possible;

animals are not stunned when slaughter is likely to be delayed; and

backup stunning devices are available for immediate use if the primary method of stunning fails.
Provision of a manual inspection area and simple intervention like captive bolt or cervical dislocation for
poultry would help prevent potential welfare problems.

In addition, such persons should be able to recognise when an animal is not correctly stunned and should take
appropriate action.
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2. Mechanical stunning

A mechanical device should be applied usually to the front of the head and perpendicular to the bone surface.
For a more detailed explanation on the dlfferent methods for mechanlcal stunmng, see Chapter 7. 6 and
Articles 7.6.6., 7.6.7. and 7.6.8. -

certain-species:

Signs of correct stunning using a mechanical instrument are as follows:
a) the animal coll immediately an not attempt t
Annex 16 (contd)

b) th nd muscl f the animal me tonic (rigid) immediately after th
c) normal rhythmic breathing stops; and
d) th lid i n with th Il facing straight ah

for Qoultg sgemes is at right angles to thefrontal surface. »

EU comment

The EU asks the OIE to considering a slight rephrasing of the above sentence and to move
the below sentence here so that the paragraph reads:

"Captive bolts powered by cartridges, compressed air or spring can be used for poultry.
The optimum position for poultry species is at a right angles to the frontal surface. Firing

of a captive bolt in accordance with to the manufacturers’ instructions should for poultry
lead to immediate destruction of the skull and the brain and, as a result, immediate

death"
Justification:

Language point: only one captive bolt is used, therefore singular form should be used.
The below sentence is only correct as regards poultry and it would be better to place them
in the same paragraph.

Firin i It in

truction of the skull and the brain an result, immediat: h.

EU comment

The EU asks the OIE to considering moving the above sentence and aligning it with the
previous statement as both sentences pertain to poultry.
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[Article 7.5.8.]

—— Text deleted.
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CHAPTER 7.6.

KILLING OF ANIMALS FOR
DISEASE CONTROL PURPOSES

Annex 17

EU comment

The EU thanks the OIE for its work on parts of this chapter and especially for including
possible killing methods for equids in the table below. The EU can support the deletion
of the diagrams and photos and other linguistic changes proposed. We do however ask
that the webpage with reference to the HSA handbook is developed first, and that the
diagrams and photos are retained until this work has been completed. Then it will also
be possible to insert in the chapter a reference to where the diagrams and photos may be
found. In addition the EU does have a few comments as indicated below.

[Article 7.6.1.]

[Article 7.6.2.]

[Article 7.6.3.]

[Article 7.6.4.]

Article 7.6.5.

Table summarising killing methods described in Articles 7.6.6.-7.6.18.

The methods are described in the order of mechanical, electrical and gaseous, not in an order of
desirability from an animal welfare viewpoint.

Species Age range Procedure Restraint Animal welfare Article
necessary concerns with reference
inappropriate
application
Cattle All free bullet No non-lethal Article 7.6.6.
wounding
all except neonates | penetrating Yes ineffective stunning | Article 7.6.7.
captive bolt -
followed by
pithing or
bleeding
adults only non-penetrating | Yes ineffective stunning, | Article 7.6.8.
captive bolt, regaining of
followed by consciousness
bleeding before killing
calves only electrical, two- Yes pain associated Article 7.6.10.
stage application with cardiac arrest
after ineffective
stunning
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calves only electrical, single |Yes ineffective stunning | Article 7.6.11.
application
(method 1)
All injection with | Yes non-lethal dose, Article 7.6.15.
barbiturates and pain associated
other drugs with injection site
Species Age range Procedure Restraint Animal welfare Article
necessary concerns with reference
inappropriate
application
Sheep and All free bullet No non-lethal Article 7.6.6.
goats wounding
all except neonates | penetrating Yes ineffective stunning, | Article 7.6.7.
captive bolt, regaining of
followed by consciousness
pithing or before death
bleeding
all except neonates | non-penetrating |Yes ineffective stunning, | Article 7.6.8.
captive bolt, regaining of
followed by consciousness
bleeding before death
neonates non-penetrating | Yes non-lethal Article 7.6.8.
captive bolt wounding
all electrical, two- Yes pain associated Article 7.6.10.
stage application with cardiac arrest
after ineffective
stunning
all electrical, single |Yes ineffective stunning | Article 7.6.11.
application
(method 1)
neonates only CO2/air mixture |Yes slow induction of Article 7.6.12.
unconsciousness,
aversiveness of
induction
neonates only nitrogen and/or | Yes slow induction of Article 7.6.13.
inert gas mixed unconsciousness,
with CO2 aversiveness of
induction
neonates only nitrogen and/or | Yes slow induction of Article 7.6.14.
inert gases unconscious-ness
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all injection of Yes non-lethal dose, Article 7.6.15.
barbiturates and pain associated
other drugs with injection site
Pigs all, except free bullet No non-lethal Article 7.6.6.
neonates wounding
Species Age range Procedure Restraint Animal welfare Article
necessary concerns with reference
inappropriate
application
Pigs (contd) | all except neonates| penetrating yes ineffective Article 7.6.7.
captive bolt, stunning,
followed by regaining of
pithing or consciousness
bleeding before death
neonates only non- yes non-lethal wounding| Article 7.6.8.
penetrating
captive bolt
all electrical, two- yes pain associated Article 7.6.10.
stage with cardiac arrest
application after ineffective
stunning
all electrical, yes ineffective Article 7.6.11.
single stunning
application
(method 1)
neonates only CO,/ air yes slow induction of Article 7.6.12.
mixture unconsciousness,
aversiveness of
induction
neonates only nitrogen and/or | yes slow induction of Article 7.6.13.
inert gas mixed unconsciousness,
with CO» aversiveness of
induction
Neonates only nitrogen and/or | yes slow induction of Article 7.6.14.
inert gases unconsciousness
all injection with yes non-lethal dose, Article 7.6.15.
barbiturates pain associated
and other with injection site
non- i i i i
Poultry adults only penatratin yes ineffective stunning | Article 7.6.8.
captive bolt
day-olds and maceration no non-lethal Article 7.6.9.
eggs only wounding, non-
immediacy
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adults only electrical, yes ineffective stunning | Article 7.6.11.
single
application
(method 2)
Species Age range Procedure Restraint Animal welfare Article
necessary concerns with reference
inappropriate
application
Poultry adults only electrical, single |yes ineffective stunning; | Article 7.6.11.
(contd) application, regaining of
followed by consciousness
killing (method 3) before death
all CO, / air mixture slow induction of Article 7.6.12.
Method 1 unconsciousness,
Method 2 Yes aversiveness of
etho no induction
all .nitrggen an.d/O(; yes slow induction of Article 7.6.13.
wﬁ{] as mixe unconsciousness,
2 aversiveness of
induction
all nitrogen and/or | yes slow induction of Article 7.6.14.
inert gases unconscious-ness
all injection of yes non-lethal dose, Article 7.6.15.
barbiturates and pain associated with
other drugs injection site
all cervical no Point 1 of
dislocation 7.6.17.
all decapitation no Point 2 of
7.6.17.
adults only addition of no ineffective or slow Article 7.6.16.
anaesthetics to induction of
feed or water, unconsciousness
followed by an
appropriate
killing method
Equids all free bullet no non-lethal wounding | Article 7.6.6.
Il, except neonates | penetrating yes ineffective stunning, | Article 7.6.7
captive bolt non-lethal
followed by wounding, regaining
pithing or f consciousn
leedin before Killing
all injection of yes non-lethal dose Article 7.6.15.
barbiturates and pain associated with

EU comment
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With regard to the column on "animal welfare concerns with inappropriate
application" there are inconsistencies in the way these are referred to. As regards the
method penetrating captive bolt followed by pithing or bleeding, for cattle the concerns
are "ineffective stunning", for pigs and sheep they are "ineffective stunning, regaining
of consciousness before death' while for equids they are "ineffective stunning, non-
lethal wounding, regaining of consciousness before killing". It could be said that
ineffective stunning is a concern for any method used, and it would be better to have
some indication of what is the main cause of an ineffective stun. The approach used for
equids is in our view the better.

The EU for this reason asks the OIE to consider altering the wording in the table so that
a similar approach is chosen for all species listed.

Annex 17 (contd)

Article 7.6.6.

Free bullet
1. Introduction

a) Afree bullet is a projectile fired from a shotgun, rifle, handgun or purpose-made humane Killer.
b) The most commonly used firearms for close range use are:

i) humane Kkillers (specially manufactured/adapted single-shot weapons);
ii) shotguns (12, 16, 20, 28 bore and .410);
i) rifles (.22 rimfire);
iv) handguns (various calibres from .32 to .45).
c) The most commonly used firearms for long range use are rifles (.22, .243, .270 and .308).

d) A free bullet used from long range should be aimed to penetrate the skull or soft tissue at the top
of the neck of the animals (high neck shot) and to cause irreversible concussion and death and
should only be used by properly trained and competent marksmen.

2. Requirements for effective use

a) The marksman should take account of human safety in the area in which he/she is operating.
Appropriate vision and hearing protective devices should be worn by all personnel involved.

b) The marksman should ensure that the animal is not moving and in the correct position to
enable accurate targeting and the range should be as short as possible (5-50 cm for a shotgun)
but the barrel should not be in contact with the head of the animals.

c) The correct cartridge, calibre and type of bullet for the different species age and size should be
used. Ideally, the ammunition should expand upon impact and dissipate its energy within the
cranium.

d) Shot animals should be checked to ensure the absence of brain stem reflexes.
3. Advantages
a) Used properly, a free bullet provides a quick and effective method for killing.

b) It requires minimal or no restraint and can be used to kill from a distance by properly trained and
competent marksmen.

c) Itis suitable for killing agitated animals in open spaces.

4. Disadvantages
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) The method is potentially dangerous to humans and other animals in the area.
) It has the potential for non-lethal wounding.

c) Destruction of brain tissue may preclude diagnosis of some diseases.

) Leakage of bodily fluids may present a biosecurity risk.

) Legal requirements may preclude or restrict use.

f)  There is a limited availability of competent personnel.

5. Conclusion

The method is suitable for cattle, sheep, goats and, pigs; and equids including large animals in open
spaces.

gy
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Article 7.6.7.

Penetrating captive bolt

1.

Introduction

A penetrating captive bolt is fired from a gun powered by either compressed air or a blank cartridge.
There is no free projectile.

The captive bolt should be aimed on the skull in a position to penetrate the cortex and mid-brain of the
animal. The impact of the bolt on the skull produces unconsciousness. Physical damage to the brain
caused by penetration of the bolt may result in death; however, pithing or bleeding should be
performed as soon as possible after the shot to ensure the death of the animal. Shooting poultry
species with the captive bolts results in immediate destruction of the skull and brain, causing death.
For a detailed description on the use of this method, see Chapter 7.5.

Requirements for effective use

a) For cartridge powered and compressed air guns, the bolt velocity and the length of the bolt
should be appropriate to the species and type of animal, in accordance with the
recommendations of the manufacturer.
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b) Captive bolt guns should be frequently cleaned and maintained in good working condition.

c) More than one gun may be necessary to avoid overheating, and a back-up gun should be
available in the event of an ineffective shot.

d) Animals should be restrained; at a minimum, they should be penned for cartridge powered guns
and in a race for compressed air guns.

e) The operator should ensure that the head of the animal is accessible.

g) To ensure the death of the animal, pithing or bleeding should be performed as soon as possible after
stunning.

h) Animals should be monitored continuously after stunning until death to ensure the absence of
brain stem reflexes.

Advantages
a) Mobility of cartridge powered equipment reduces the need to move animals.
b) The method induces an immediate onset of a sustained period of unconsciousness.

Disadvantages

a) Poor gun maintenance and misfiring, and inaccurate gun positioning and orientation may result in
poor animal welfare.

b) Post stun convulsions may make pithing difficult and hazardous.

c) The method is difficult to apply in agitated animals.

d) Repeated use of a cartridge powered gun may result in over-heating.

e) Leakage of bodily fluids may present a biosecurity risk.

f)  Destruction of brain tissue may preclude diagnosis of some diseases.
Conclusions

The method is suitable for poultry, cattle, sheep, goats, and pigs and equids (except neonates),
when followed by pithing or bleeding.

Article 7.6.8.

Non-penetrating captive bolt

1.

Introduction

A non-penetrating captive bolt is fired from a gun powered by either compressed air or a blank
cartridge. There is no free projectile.

The gun should be placed on the front of the skull to deliver a percussive blow which produces

unconsciousness in cattle (adults only), sheep, goats and pigs, and death in poultry and neonate
sheep, goats and pigs. Bleeding should be performed as soon as possible after the blow to ensure
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the death of the animal.

2. Requirements for effective use

h)

For cartridge powered and compressed air guns, the bolt velocity should be appropriate to the
species and type of animal, in accordance with the recommendations of the manufacturer.

Captive bolt guns should be frequently cleaned and maintained in good working condition.

More than one gun may be necessary to avoid overheating, and a back-up gun should be
available in the event of an ineffective shot.

Animals should be restrained; at a minimum mammals should be penned for cartridge powered guns
and in a race for compressed air guns; birds should be restrained in cones, shackles, crushes or by
hand.

The operator should ensure that the head of the animal is accessible.

The operator should fire the captive bolt at right angles to the skull in the optimal position {figures
14

To ensure death in non-neonate mammals, bleeding should be performed as soon as possible
after stunning.

Animals should be monitored continuously after stunning until death to ensure the absence of
brain stem reflexes.

3. Advantages

a) The method induces an immediate onset of unconsciousness, and death in birds and neonates.
b) Mobility of equipment reduces the need to move animals.
4. Disadvantages
a) As consciousness can be regained quickly in non-neonate mammals, they should be bled as
soon as possible after stunning.
b) Laying hens in cages have to be removed from their cages and most birds have to be
restrained.
¢) - Poor gun maintenance and misfiring, and inaccurate gun positioning and orientation may result
in poor animal welfare.
d) Post stun convulsions may make bleeding difficult and hazardous.
e) Difficult to apply in agitated animals; such animals may be sedated in advance of the killing
procedure.
f)  Repeated use of a cartridge powered gun may result in over-heating.
g) Bleeding may present a biosecurity risk.
5. Conclusions

The method is suitable for killing poultry, and neonate sheep, goats and pigs up to a maximum
weight of 10 kg.

[Article 7.6.9.]

Article 7.6.10.
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3.

4,

Electrical — two-stage application
Introduction

A two-stage application of electric current comprises firstly an application of current to the head by
scissor-type tongs, immediately followed by an application of the tongs across the chest in a position
that spans the heart.

The application of sufficient electric current to the head will induce ‘tonic/clonic’ epilepsy and
unconsciousness. Once the animal is unconscious, the second stage will induce ventricular fibrillation
(cardiac arrest) resulting in death. The second stage (the application of low frequency current across
the chest) should only be applied to unconscious animals to prevent unacceptable levels of pain.

Requirements for effective use

a) The stunner control device should generate a low frequency (AC sine wave 50 Hz) current with
a minimum voltage and current as set out in the following table:

Animal Minimum voltage (V) Minimum current (A)
Cattle 220 1.5
Sheep 220 1.0
Pigs over 6 weeks of age 220 1.3
Pigs less than 6 weeks of age 125 0.5

b) Appropriate protective clothing (including rubber gloves and boots) should be worn.
c) Animals should be restrained, at a minimum free-standing in a pen, close to an electrical supply.

d) Two team members are required, the first to apply the electrodes and the second to manipulate
the position of the animal to allow the second application to be made.

e) A stunning current should be applied via scissor-type stunning tongs in a position that spans the brain
for a minimum of 3 seconds; immediately following the application to the head, the electrodes should
be transferred to a position that spans the heart and the electrodes applied for a minimum of
3 seconds.

f)  Electrodes should be cleaned regularly and after use, to enable optimum electrical contact to be
maintained.

g) Animals should be monitored continuously after stunning until death to ensure the absence of
brain stem reflexes.

h) Electrodes should be applied firmly for the intended duration of time and pressure not released
until the stun is complete.

Advantages

a) The application of the second stage minimises post-stun convulsions and therefore the method is
particularly effective with pigs.

b) Non-invasive technique minimises biosecurity risk.

Disadvantages

a) The method requires a reliable supply of electricity.

b) The electrodes should be applied and maintained in the correct positions to produce an effective
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stun and kill.

c) Most stunner control devices utilise low voltage impedance sensing as an electronic switch
prior to the application of high voltages; in unshorn sheep, contact impedance may be too high
to switch on the required high voltage (especially during stage two).

d) The procedure may be physically demanding, leading to operator fatigue and poor electrode

placement.

Conclusion

The method is suitable for calves, sheep and goats, and especially for pigs (over one week of age).

[Article 7.6.11.]

[Article 7.6.12.]

Article 7.6.13.

Nitrogen and/or inert gas mixed with CO5

1.

Introduction

CO, may be mixed in various proportions with nitrogen or an inert gas (e.g. argon), and the

inhalation of such mixtures leads to hypercapnic-hypoxia and death when the oxygen concentration
by volume is <2%, or <5% for chickens. Various mixtures of CO, and nitrogen or an ineft gas can be

administered to Kill birds using Methods 1 and 2 described under Article 7.6.12. Whole house gassing
with mixtures of CO, and nitrogen, or an inert gas, has not been tested owing to the complex issues

presented by mixing gases in large quantities. Such mixtures however do not induce immediate loss of
consciousness, therefore the aversiveness of various gas mixtures containing high concentrations of
CO, and the respiratory distress occurring during the induction phase, are important animal welfare

considerations.

Pigs and poultry appear not to find low concentrations of CO, strongly aversive, and a mixture of
nitrogen or argon with <30% CO, by volume and <2% O, by volume can be used for killing poultry,
neonatal sheep, goats and pigs.

Method 1

The animals are placed in a gas-filled container or apparatus.

a) Requirements for effective use
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i)  Containers or apparatus should allow the required gas concentrations to be maintained, and
the O, and 002 concentrations accurately measured during the killing procedure.

ii)  When animals are exposed to the gases individually or in small groups in a container or
apparatus, the equipment used should be designed, constructed, and maintained in such a
way as to avoid injury to the animals and allow them to be observed.

iii)  Animals should be introduced into the container or apparatus after it has been filled with the
required gas concentrations (with <2% O,), and held in this atmosphere until death is confirmed.

iv)  Team members should ensure that there is sufficient time allowed for each batch of animals
to die before subsequent ones are introduced into the container or apparatus.

v) Containers or apparatus should not be overcrowded and measures are needed to
avoid animals suffocating by climbing on top of each other.

b) Advantages

Low concentrations of CO, cause little aversiveness and, in combination with nitrogen or an
inert gas, produces a fast induction of unconsciousness.

c) Disadvantages
i) A properly designed container or apparatus is needed.

i) Itis difficult to verify death while the animals are in the container or apparatus.
iii) There is no immediate loss of consciousness.

iv) Exposure times required to kill are considerable.
d) Conclusion
The method is suitable for poultry, and for neonatal sheep, goats and pigs.

Method 2

In this method, the crates or modules holding the birds are loaded into a container and gas is
introduced into the container {referto-Figures-under-Article 7-6-123. As shown in the example below,
each containerised gassing unit (CGU) typically comprises a gas-tight chamber designed to
accommodate poultry transport crates or a module. The container or chamber is fitted with gas lines
and diffusers, with silencers, which in turn are connected via a system of manifolds and gas regulators
to gas cylinders. There is a hole at the top of the unit to permit displaced air to escape when filling
the container with gas.

Procedures involved in the operation of CGU includes (a) position the container on a level, solid, open
ground; (b) connect gas cylinder to the container (c) load a module of birds into the container, (d) shut
and secure the door, (e) deliver the gas to the point where less than 2% by volume of oxygen is found
at the top of the container, (f) allow time for the birds to become unconscious and die, (g) open the
door and allow the gas to be dispersed in air, (h) remove the module, (i) check each drawer for
survivors; (j) humanely kill survivors, if any; and (k) dispose carcasses appropriately.

a) Requirements for effective use of containerised gassing units (CGU)

i) The birds should be caught gently and placed in crates or modules of appropriate size and at
appropriate stocking densities to allow all birds to sit down.

ii) The crates or module of birds should be placed inside the container and the door shut
only when the operator is ready to administer the gas mixture.

iii) Ensure the container door is locked and administer the gas mixture until <2% residual
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oxygen is achieved at the top of the crates.

iv) An appropriate gas meter should be used to ensure a concentration of oxygen <2% is
achieved and maintained until it can be confirmed that the birds have been killed.

v)  Sufficient exposure time should be allowed for birds to die before the door is opened. In the
absence of a viewing window, which allows direct observation of birds during killing,
cessation of vocalisation and wing flapping sounds can be observed by standing close to
the container and used to determine the onset of death in birds. Remove the crates or
modules from the container and leave them in the open air.

vi) Each crate or module should be examined and birds checked to ensure they are dead.
Dilated pupils and absence of breathing movements indicate death.

vii) Any survivors should be humanely killed.

viii) Ducks and geese do not appear to be resilient to the effects of a mixture of 20% carbon
dioxide and 80% nitrogen or argon.

b) Advantages

i) The gas mixture is introduced quickly and quietly resulting in less turbulence and
disturbance to the birds.

ii)  The use of transport crates or modules to move birds minimises handling. Birds should be handled
by trained, experienced catching teams at the time of depopulation of the poultry house.

iii)  The modules are loaded mechanically into the CGU and a lethal mixture of gas is rapidly
introduced into the chamber immediately after sealing.

iv) Mixtures containing up to 20% carbon dioxide in argon are readily available as welding gas
cylinders.

v) Birds are exposed to gas in a more uniform manner and they do not smother each other when
compared with Method 1.

vi) Two CGU can be operated in tandem and throughputs of up to 4,000 chickens per hour are
possible.

vii) The volume of gas required can be readily calculated.

viii) As the units are operated outdoor the gas is dispersed quickly at the end of each cycle by
opening the door, improving operators’ health and safety.

ix) * The system uses skilled catching teams and equipment in daily use by the industry.
x)  Metal containers can be readily cleansed and disinfected.

c) Disadvantages

i) Requires trained operators, trained catchers, transport modules and a fork lift. However,
such equipment and suitable outdoor areas with a hard surface are usually available.

ii)  The main limiting factors are speed of catching birds and availability of gas mixtures.
iii) In the absence of a viewing window, visual confirmation of death while the birds are still in
the container is difficult. However, cessation of vocalisation and convulsive wing flapping

can be used to determine the onset of death.

iv)  CGU could be used to kill poultry on small to medium farms, e.g. up to 25 thousand birds
on a single farm.

d) Conclusion
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ii)

Method 2 is suitable for use in poultry and in neonatal sheep, goats and pigs.

Method 2 is suitable for use in poultry in a wide range of poultry systems providing that
these have access to vehicles to carry containers and equipment.

Animals should be introduced into the container or apparatus, which is then sealed and
filled as quickly as possible with the gas mixture. A residual oxygen concentration of
less than 2% should be achieved and maintained and birds should be held in this
atmosphere until death is confirmed.
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Article 7.6.14.

Nitrogen andfor inert gases

1.

Introduction

This method involves the introduction of animals into a container or apparatus containing nitrogen or
an inert gas such as argon. The controlled atmosphere produced leads to unconsciousness and
death from hypoxia.

Research has shown that hypoxia is not aversive to pigs and poultry, and it does not induce any signs
of respiratory distress prior to loss of consciousness.

Requirements for effective use

a) Containers or apparatus should allow the required gas concentrations to be maintained,
and the O, concentration accurately measured.

b) When animals are exposed to the gases individually or in small groups in a container or
apparatus, the equipment used should be designed, constructed, and maintained in such a way
as to avoid injury to the animals and allow them to be observed.

c) Animals should be introduced into the container or apparatus after it has been filled with the
required gas concentrations (with <2% O,), and held in this atmosphere until death is confirmed.

d) Team members should ensure that there is sufficient time allowed for each batch of animals to
die before subsequent ones are introduced into the container or apparatus.

e) Containers or apparatus should not be overcrowded, and measures are needed to avoid animals
suffocating by climbing on top of each other.

Advantages

Animals are unable to detect nitrogen or inert gases, and the induction of hypoxia by this method is not
aversive to animals.

Disadvantages

a) A properly designed container or apparatus is needed.

b) ltis difficult to verify death while the animals are in the container or apparatus.
c) Thereis noimmediate loss of consciousness.

d)  Exposure times required to kill are considerable.
Conclusion

The method is suitable for poultry and neonatal sheep, goats and pigs.

Article 7.6.15.

Lethal injection

1.

Introduction

A lethal injection using high doses of anaesthetic and sedative drugs causes CNS depression,
unconsciousness and death. In practice, barbiturates in combination with other drugs are commonly
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used.

Requirements for effective use

a)

Doses and routes of administration that cause rapid loss of consciousness followed by death
should be used.

Prior sedation may be necessary for some animals.

Intravenous administration is preferred, but intraperitoneal or intramuscular administration may
be appropriate, especially if the agent is non-irritating.

Animals should be restrained to allow effective administration.

Animals should be monitored to ensure the absence of brain stem reflexes.

Personnel performing this method should be trained and knowledgeable in anaesthetic
techniques

Advantages

a)

b)

The method can be used in all species.

Death can be induced smoothly.

Disadvantages

a) Restraint and/or sedation may be necessary prior to injection.

b) Some combinations of drug type and route of administration may be painful, and should only
be used in unconscious animals.

c) Legal requirements and skilland training required may restrict use to veterinarians.

d) Contaminated carcasses may present a risk to other wild animals or domestic animals.

Conclusion

The method is suitable for killing small numbers of cattle, sheep, goats, pigs, equids and poultry.

[Article 7.6.16.]

[Article 7.6.17.]

Article 7.6.18.

Pithing and bleeding

1.

Pithing

a)

Introduction

Pithing is a method of killing animals which have been stunned by a penetrating captive bolt,
without immediate death. Pithing results in the physical destruction of the brain and upper
regions of the spinal cord, through the insertion of a rod or cane through the bolt hole.

Requirements for effective use
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i)  Pithing cane or rod is required.
ii)  An access to the head of the animal and to the brain through the skull is required.
iii)  Animals should be monitored continuously until death to ensure the absence of brain stem reflexes.
c) Advantages
The technique is effective in producing immediate death.
d) Disadvantages
i)  Adelayed andfor ineffective pithing due to convulsions may occur.
ii)  The working area is contaminated with body fluids, which increases biosecurity risks.
2. Bleeding
a) Introduction
Bleeding is a method of killing animals through the severance of the major blood vessels in the
neck or chest that results in a rapid fall in blood pressure, leading to cerebral ischaemia and
death.

b) Requirements for effective use

i) A sharp knife is required.

ii)  An access to the neck or chest of the animal is required.

iii)  Animals should be monitored continuously until death to ensure the absence of brain
stem reflexes.

c) Advantages

The technique is effective in producing death after an effective stunning method which does not
permit pithing.

d) Disadvantages
i) A delayed andfor ineffective bleeding due to convulsions may occur.

i) The working area is contaminated with body fluids, which increases biosecurity risks.

—  Text deleted.

1 The only preclusion against the use of this method for neonates is the design of the stunning
tongs that may not facilitate their application across such a small-sized head or body.
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Annex 18

CHAPTER 7.10.

ANIMAL WELFARE AND BROILER CHICKEN
PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE for its work on this draft chapter. We can in general support the
proposed change in Article 7.10.4.

[Article 7.10.1.]
[Article 7.10.2.]
[Article 7.10.3.]
Article 7.10.4.

Recommendations

1. Biosecurity and animal health

a) 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,
i)  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.

b) 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.
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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
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)

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

There should be alse 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 also be an adequate period of continuous darkness during each 24-hour period to
allow the broilers to rest, to reduce stress and to promote normal behaviour, gait and good leg
health.

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.
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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.

d) 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.

e) 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.

f)  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.

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.
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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.

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.

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.

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.

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; should balance any decisions on ir—addition—te productivity

and growth rate;—sheuld-be-taken-into—account when choosing a broiler strain for a particular
location or production system.

OIE Terrestrial Animal Health Standards Commission/August-September 2015



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.

m) Handling and inspection
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 iliness, 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.
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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.

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.

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 fransport 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 19

CHAPTER 7.11.

ANIMAL WELFARE AND DATIRY CATTLE
PRODUCTION SYSTEMS

EU comment

The EU thanks the OIE for its work on this chapter. The structural changes introduced
with the new Articles 7.11.6 and 7.11.7 have helped improve its readability. We can in
general support the proposed changes but do have some comments as indicated below.

Article 7.11.1.
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 7.11.2.
Scope
This chapter addresses the welfare aspects of dairy cattle production systems.
Article 7.11.3.
Commercial dairy cattle production systems
Dairy cattle in commercial production may be kept in housed or pastured systems, or a combination of both:
1. Housed
These are systems where cattle are kept on a formed surface, indoors or outdoors, and are fully dependent
on humans to provide for basic animal needs such as food, shelter and water. The type of housing will
depend on the environment, climatic conditions and management system. The animals may be housed
unrestrained or tethered, within this housing system.

2. Pastured

These are systems where cattle live outdoors, and have some autonomy over diet selection, water consumption
and access to shelter. Pastured systems do not involve any housing except that required for milking.

3. Combination systems

These are systems where cattle are managed in any combination of housed and pasture production
systems, either simultaneously, or varied in accordance with weather or physiological state of the cattle.

Article 7.11.4.
Criteria (or measurables) for the welfare of dairy cattle

The following outcome-based criteria, specifically animal-based criteria, can be useful indicators of animal
welfare. Consideration should also be given to the design of the system and animal management practices. The
use of these indicators and their appropriate thresholds should be adapted to the different situations where dairy
cattle are managed. These criteria can be considered as a tool to monitor the impact of design and management,
given that both of these can affect animal welfare.
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Behaviour

Certain behaviours could indicate an animal welfare problem. 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.

Morbidity rate

Morbidity rates, including for infectious and metabolic diseases, lameness, peri-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. Mastitis, and hoof, reproductive and metabolic
diseases are also particularly important animal health problems for adult dairy cows. Scoring systems, such
as for body condition, lameness and milk quality, can provide additional information.

Both clinical examination and pathology should be utilised as an indicator of disease, injuries and other
problems that may compromise animal welfare.

Mortality and culling rates

Mortality and culling rates affect the length of productive life and, like morbidity rates, may be direct or
indirect indicators of the animal welfare status. Depending on the production system, estimates of mortality
and culling rates can be obtained by analysing the—eauses—of death and culling and their temporal and
spatial patterns of occurrence. Mortality and culling rates;_and their causes, should be recorded regularly,
e.g. daily, monthly, annually or with reference to key husbandry activities within the production cycle.

Necropsy is useful in establishing the cause of death.

Changes in body weight, body condition and milk yield

In growing animals, body weight changes outside the expected growth rate, especially excessive sudden
loss, are indicators of poor animal health or animal welfare. Future performance, including milk yield and
fertility, of replacement heifers can be affected by under- or over-nutrition at different stages of rearing.

In lactating animals, body condition outside an acceptable range, significant body weight change and
significant decrease in milk yield may be indicators of compromised welfare.

In non-lactating animals; ineluding and bulls, body condition 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 targets expected for a particular breed, can indicate animal welfare
problems.

Examples may include:

— anoestrus or extended post-partum interval,
—  low conception rates,

—  high abortion rates,

— high rates of dystocia,

- retained placenta,

— metritis,

— loss of fertility in breeding bulls.

Physical appearance
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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,

—  excessive soiling with faeces, mud or dirt (cleanliness),
- swellings, injuries or lesions,

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

—  abnormal posture (e.g. rounded back, head low),

emaciation or dehydration.

7. Handling responses

Improper handling can result in fear and distress in cattle. Indicators 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,

— animals striking restraints or gates,

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

- animals vocalising abnormally or excessively during restraint and handling,

- disturbed behaviour in the chute or race such as repeated reluctance to enter,

animals slipping or falling.

8. Complications from common procedures

Surgical and non-surgical procedures may be performed in dairy cattle for facilitating management,
improving human safety and animal welfare (e.g. disbudding, hoof trimming), and treatment of certain
conditions (e.g. displaced abomasum). However, if these procedures are not performed properly, animal
welfare can be compromised. Indicators of such problems could include:

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

—  post procedure body condition and weight loss,

—  morbidity and mortality.

Article 7.11.5.

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

OIE Terrestrial Animal Health Standards Commission/August-September 2015



Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.11.4. This
does not exclude other measures being used where appropriate.

Article 7.11.6.

Recommendations on system design and management including physical environment

+

When new facilities are planned or existing facilities are modified, professional advice on design in regards
to animal health-anrd welfare and health should be sought.

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

1.a) 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.

a)h

b)i

Heat stress

The risk of heat stress for cattle is influenced by environmental factors including air temperature,
relative humidity, wind speed, animal density (area and volume available per animal), shade
availability, animal factors including breed, age, body condition, metabolic rate and stage of
lactation, and coat colour and density.

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 gives
priority to access to additional water and could include provision of shade, fans, reduction of
animal density, and provision of cooling systems as appropriate for the local conditions.

Outcome-based measurables: feed and water intake, behaviour, 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.

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,
especially abnormal postures, shivering and huddling, growth rate, body condition and weight loss.

2:b) Lighting

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. The lighting should not
cause discomfort to the animals. Housed dairy cows should be provided with subdued night time
lighting. Entrance to and exit from restraint facilities and their surrounding area should be well lit.

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

3.6} Air quality

OIE Terrestrial Animal Health Standards Commission/August-September 2015



Good air quality and ventilation are important for the health and welfare of cattle and reduce the risk of
respiratory discomfort and diseases. 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.
Air composition is influenced by 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 prevent the build-up of
effluent gases (e.g. ammonia and hydrogen sulphide), including those from manure and dust in the
housing unit. The ammonia level in enclosed housing should not exceed 25 ppm. A useful indicator is
that if air quality is unpleasant for humans it is also likely to be a problem for cattle.

Outcome-based measurables: morbidity rate, mortality rate, behaviour, especially respiratory rate or
panting, coughing, changes in weight and body condition or growth rate, physical appearance,
especially wet coat.

4.d) 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 noise.

Outcome-based measurables: behaviour especially agitation and nervousness, changes in milk yield.
5.e) Flooring, bedding, resting surfaces and outdoor areas

In all production systems cattle need a well-drained and comfortable place to rest. All cattle in a group
should have sufficient space to lie down and rest at the same time.

Particular attention should be given to the provisions for areas used for calving. The environment in
such areas (e.g. floors, bedding, temperature, calving pen and hygiene) should be appropriate to
ensure the welfare of calving cows and new born calves.

In housed systems calving areas should be thoroughly cleaned and provided with fresh bedding
between each calving. Group pens for calving should be managed based on the principle 'all in - all
out'. The group calving pen should be thoroughly cleaned and provided with fresh bedding between
each animal group. The time interval between first and last calving of cows kept in the same group
calving pen should be minimised.

Outdoor calving pens and fields should be selected to provide the cow with a clean and comfortable
environment.

Floor management in housed production systems can have a significant impact on cattle welfare.
Areas that compromise welfare and are not suitable for resting (e.g. places with excessive faecal
accumulation, or wet bedding) should not be included in the determination of the area available for
cattle to lie down.

Slopes of the pens should allow water to drain away from feed troughs and not pool the pens.

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

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

Bedding should be provided to all animals housed on concrete. In straw, sand or other bedding
systems such as rubber mats, crumbled-rubber-filled mattresses and waterbeds, the bedding should
be suitable (e.g. hygienic, non-toxic) and maintained to provide cattle with a clean, dry and comfortable
place in on which to lie.

The design of a standing, or cubicle, or free stall, should be such that the animals can stand and lie
comfortably on a solid surface (e.g. length, width and height should be appropriate for the size of the
largest animal). There should be sufficient room for the animal to rest and to rise adopting normal
postures, to move its head freely as it stands up, and to groom itself without difficulty. Where individual
spaces are provided for cows to rest, there should be at least one space per cow.
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Alleys and gates should be designed and operated to allow free movement of cattle. Floors should be
designed to minimise slipping and falling, promote foot health, and reduce the risk of claw injuries.

If a housing system includes areas of slatted floor, cattle, including replacement stock, should have
access to a solid lying area. The slat and gap widths should be appropriate to the hoof size of the cattle
to prevent injuries.

If cattle have to be tethered whether indoors or outdoors, they should, as a minimum, be able to lie
down, stand up, maintain normal body posture and groom themselves unimpeded. Cows kept in tie
stall housing should be allowed sufficient untethered exercise to prevent welfare problems. When
tethered outdoors they should be able to walk. Animal handlers should be aware of the higher risks of
welfare problems where cattle are tethered.

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

Outcome-based measurables: morbidity rates, especially lameness and injuries (e.g. hock and knee
injuries and skin lesions), behaviour, especially altered posture, grooming and locomotory behaviour

(e.q. not using the intended lying areas), changes in weight and body condition, physical appearance

(e.g. hair loss, cleanliness score), growth rate.

EU comment
The EU asks the OIE to include "lying time" in the above list so it reads as follows:

"Outcome-based measurables: morbidity rates, especially lameness and injuries (e.g.
hock and knee injuries and skin lesions), behaviour, especially altered posture and lying
time, grooming and locomotory behaviour (e.g. not using the intended lying areas),
changes in weight and body condition, physical appearance (e.g. hair loss, cleanliness
score), growth rate."

Justification

Altered lying time is listed as a behavioural trait and should be included here as relevant
to the topic "flooring, bedding, resting surfaces and outdoor areas'.

6.5 Location, construction and equipment

The impacts of climate and geographical factors on dairy cattle should be evaluated when farms 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.

In pasture and combination systems tracks and races between the milking area and fields 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 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.

Electrified equipment designed to control animal behaviour (e.g. cow trainer) may cause welfare
problems if not designed, used and maintained properly.

Electrified fences and gates should be well-designed and maintained to avoid welfare problems, and
used only in accordance with manufacturer's instructions.
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Where access to an outdoor area, including pasture, is possible, there may be additional benefits to
dairy cattle from the opportunity to graze and exercise, especially a decreased risk of lameness.

In all production systems, feed and water provision should allow all cattle to have access to feed and
water. Feeding systems should be designed to minimise agonistic behaviour. Feeders and water
providers should be easy to clean and properly maintained.

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

There should be a separated area where individual animals can be examined closely and which has
restraining facilities.

When relevant, sick and injured animals should be treated away from healthy animals. When a
dedicated space is provided this should accommodate all the needs of the animal e.g. recumbent
animals may require additional bedding or an alternative floors surface.

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 to ensure
the system functions properly and is safe for the cattle.

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

Dipping baths and spray races used for ectoparasite control 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
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, in accordance with 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,
physical appearance, growth rate.

7.¢y Emergency plans

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

farm storage of feed and, alternative feed supply, and emergency Kkilling of animals according to
chapter 7.6.

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 all responsible
parties. Alarms and back-up systems should be checked regularly.

Article 7.11.7

Recommendations on animal management practices

> B ) . )

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

1. Biosecurity and animal health
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a))

b)iH

Biosecurity and disease prevention

For the purpose of this chapter, biosecurity 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, implemented and maintained, commensurate with the best
possible herd health status, available resources and infrastructure, and current disease risk and,
for listed diseases in accordance with relevant recommendations in the Terrestrial Code.

These biosecurity plans should address the control of the major sources and pathways for spread
of pathogens:

cattle, including introductions to the herd,
—  calves coming from different sources,

- other domestic animals, wildlife, and pests,
- people including sanitation practices,

- equipment, tools and facilities,

- vehicles,

- air,

—  water supply, feed and bedding,

- manure, waste and dead stock disposal,

—  semen and embryos.

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

Animal health management

Animal health management should 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, 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.

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

Lameness can be a problem in dairy cattle. Animal handlers should monitor the state of feet
hooves and-claws; and take measures to prevent lameness and maintain foot health.

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, changes in locomotory
behaviour), 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.

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
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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 by veterinarians or
other people skilled in the procedures and on the basis of veterinary or other expert advice and

with consideration for the welfare of the dairy cattle.

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. Veterinary advice should be sought as appropriate.

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 unless absolutely necessary for treatment or
diagnosis. Such movements should be done carefully using methods avoiding dragging the
animal or exeessive lifting_it in a way that might exacer injuri

Animal handlers should also be competent in assessing fitness to transport, as described in
Chapter 7.3.

In case of disease or injury, when treatment has failed or recovery is unlikely (e.g. cattle that are
unable to stand up, unaided or refuse to eat or drink), the animal should be humanely killed as
soon as possible in accordance with Chapter 7.6.

Animals suffering from photosensitisation should be provided with 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 changes in milk yield.

cliil 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.

2.6} 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.

Cattle should be provided with access to an appropriate quantity and quality of balanced nutrition that
meets their physiological needs.

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 scoring systems for
their cattle and should not allow body condition to go outside an acceptable range in accordance with
breed and physiological status.

Feedstuffs and feed ingredients should be of satisfactory quality to meet nutritional needs and stored to
minimise contamination and deterioration. Where appropriate, feed and feed ingredients should be
tested for the presence of substances that would adversely impact on animal health. Control and
monitoring of animal feed should be implemented in accordance with relevant recommendations in
Chapter 6.3.

The relative risk of digestive upset in cattle increases as the proportion of grain increases in the diet or
if quality of silage is poor. Grain or new diets should be introduced slowly and palatable fibrous feed
such as silage, grass and hay, should be available ad libitum to meet metabolic requirements in a way
that promotes digestion and ensures normal rumen function.
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3.6}

4.6

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).
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.

Liquid milk (or milk replacer) is essential for healthy growth and welfare of calves. However, feeding
calves all-liquid diets as the sole source of nutrition after 4-6 weeks of age limits the physiological
development of the rumen. Calves over two weeks old should have a sufficient daily ration of fibrous
feed and starter ration (concentrate) to promote rumen development and to reduce abnormal oral
behaviours.

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.

Outcome-based measurables: mortality rates, morbidity rates, behaviour, especially agonistic
behaviour (at the feeding area), changes in weight and body condition, reproductive efficiency,
changes in milk yield, growth rate and vocalisation.

Social environment

Management of cattle should take into account their social environment as it relates to animal welfare,
particularly in housed systems. Problem areas include: agonistic and oestrus activity, mixing of heifers
and cows, feeding cattle of different size and age in the same pens, decreased space allowance,
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, 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. The animal
handler should understand the risks of increased agonistic interactions between animals, particularly
after mixing groups.

When other measures have failed, cattle that are expressing excessive agonistic activity or excessive
mounting behaviour should be removed from the group.

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 at different production stages that have different dietary needs).

Horned and non-horned cattle should not be mixed because of the risk of injury.

Outcome-based measurables: behaviour, especially lying times, physical injuries and lesions, changes
in weight and body condition, physical appearance (e.g. cleanliness), lameness scores, changes in
milk yield, morbidity rate, mortality rate, growth rate, vocalisation.

Space allowance
Cattle in all production systems should be offered adequate space for comfort and socialisation.

Insufficient and inadequate space allowance may increase the occurrence of injuries and have an
adverse effect on growth rate, feed efficiency, and behaviour such as locomotion, resting, feeding and
drinking.

Space allowance should be managed taking into account different areas for lying, standing and feeding.
Crowding should not adversely affect normal behaviour of cattle and durations of time spent lying.

OIE Terrestrial Animal Health Standards Commission/August-September 2015



11

All cattle should be able to rest simultaneously, and each animal lie down, stand up and move freely. In
growing animals, space allowance should also be managed such that weight gain is not adversely
affected. If abnormal behaviour is seen, corrective measures should be taken, such as increasing
space allowance, redefining the areas available for lying, standing and feeding.

In pastured systems, stocking density should depend on the available feed and water supply and
pasture quality.

Outcome-based measurables: behaviour, especially agonistic or depressive behaviour, morbidity rate,
mortality rate, changes in weight and body condition, physical appearance, changes in milk yield,
parasite burden, growth rate.

5.e) Protection from predators
Cattle should be protected from predators.

Outcome-based measurables: mortality rate, morbidity rate (injury rate), behaviour, physical
appearance.

6.f) 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.

In breeding programmes, attention should be paid to criteria conducive to the improvement of cattle
welfare, including health. 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 resistance and heat tolerance.

Individual 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, body
condition outside an acceptable range.

Zg) 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 in a manner that does not cause
pain or distress 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.
8.h) Dam and sire selection and calving management

Dystocia is a welfare risk to dairy cattle. Heifers should not be bred before they reach 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.

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.
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Cows and heifers should be monitored when they are close to calving. Animals observed to be having
difficulty in calving should be assisted by a competent handler as soon as possible after they are
detected. When a caesarean section is required, it must be carried out by a veterinarian.

Outcome-based measurables: morbidity rate, mortality rate (cow and calf), reproductive efficiency,
especially rate of dystocia, retained placenta and metritis, body condition.

9. Newborn calves

Calving aids should not be used to speed the birthing process, only to assist in cases of dystocia, and
should not cause undue pain, distress, or further medical problems.

Newborn calves are susceptible to hypothermia. The temperature and ventilation of the birthing area
should consider the needs of the newborn calf. Soft, dry bedding and supplemental heat can help
prevent cold stress.

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_of a satisfactory quality,
> and within 24 hours of birth to provide passive immunity. Colostrum is
most beneficial if received durlng the first six hours after birth. Whenre there is risk of disease transfer

from the dam, colostrum from a healthy cow should be used. Wherepossible—calves-sheould-continue
toreceive colostrum-or equivalent for at least five days-after birth.

EU comment

The EU asks the OIE to replace the proposed deleted final sentence with the following
sentence:

"Where possible, calves should receive colostrum for the first six milkings (colostrum
and transition milk), i.e. for at least 3 days."

Justification

The main reason for removal of this sentence appears to be lack of scientific evidence.
We provide below references to a number of studies to support retaining this sentence.
However, we realise that 5 days may prove problematic for some and have as a
compromise reduced it to "at least 3 days".

Scientific references

Andrews, A.H. Colostrum Not Just for 24 Hours. Cattle Practice BCVA 2004; Vol 12
Part 2.

Nocek, J E; Braund, D G; Warner, R G Influence of neonatal colostrum administration,
immunoglobulin, and continued feeding of colostrum on calf gain, health, and serum
protein. 1984 Journal of Dairy Science :67:2 :319-33

Stott, G H; Fleenor, W A; Kleese, W C Colostral immunoglobulin concentration in two
fractions of first milking postpartum and five additional milkings 1981. Journal of Dairy
Science: 64: 3 459-

Parreno, V.; Marcoppido, G.; Vega, C.; Garaicoechea, L. Rodriguez, D; Saif, L;
Fernandez, F Milk supplemented with immune colostrum: Protection against rotavirus
diarrhea and modulatory effect on the systemic and mucosal antibody responses in
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calves experimentally challenged with bovine rotavirus . 2010. Veterinary Immunology
& Immunopathology: 136 Issue: 1-2 pp: 12-27

EFSA 2006 states "Finally, colostrum should be regularly provided for a sufficient
length of time, preferably for the first three days after birth (Hadorn et al., 1997;
Waterman et al., 1998; Rauprich et al, 2000)"

Hadorn, U. H., Hammon, R.M., Bruckmaier J.W., Blum, 1997. Delaying Colostrum
Intake By One Day Has Important Effects On Metabolic Traits And On Gastrointestinal
And Metabolic Hormones In Neonatal Calves. J. Nutr. 27:2011-23.

Rauprich, A. B. E., Hammon H. M., Blum, J. M., 2000. Influence of feeding different
amounts of first colostrum on metabolic, endocrine, and health status and on growth
performance in neonatal calves. J Anim Sci. 78:896- 908.

Waterman, D., 1998. Colostrum — The beginning of a successful calf raising program.
Dairy Feed Facts, MoorMan’s Inc. Quincy, Illinois, USA.

Recently born calves should not be transported until the navel is dry, and after which time any transport
required should be carried out in accordance with Chapter 7.3.

Calves should be handled and moved in a manner which minimises distress and avoids pain and injury.
Outcome-based measurables: physical appearance, mortality rate, morbidity rate, growth rate.
10.j) Cow-calf separation and weaning

Different strategies to separate the calf from the cow are utilised in dairy cattle production 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 stressful for
both cow and calf.

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 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.

Annex 19 (contd)

Dairy 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 (vocalisation,
activity of the cow and calf), physical appearance, changes in weight and body condition, growth rate.

11.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).

%&Replacement stock should then be reared in groups. Animals in groups should be of
similar age and physical size.

EU comment

The EU asks the OIE to consider rephrasing the first sentence of the above paragraph as
follows:
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"Individual calf-housing_in the first few weeks of life may facilitates monitoring of
health of very young calves and minimises the risk of disease spread, where this risk has
been identified."

Justification

Although there are health benefits with Individual calf housing, it also has negative
implications on calf behavioural and social wellbeing. This aspect ought to be accounted
for.

Scientific references

EFSA 2012 : "At the same time, however, group housing of calves, especially young

animals, is generally identified as a risk factor for enteric and respiratory infectious
diseases (Gulliksen et al., 2009a; Marcé et al., 2010; Lorenz et al., 2011; Brscic et al.,
2012). Thus, it is usually advised to house calves in individual pens for several weeks
after birth before moving them to collective pens (e.g. Marcé et al., 2010)."

EFSA 2012 states ""Group-housing of calves resulted in better welfare for this social
species, except when there was significant enteric or respiratory infectious disease. In
order to minimise the risk of poor welfare, calves should be managed so as to minimise
exposure to enteric and respiratory infection. When there is a significant risk of cross-
infection, it may be necessary to prevent direct contact between calves, but retain visual
contact, during the first weeks of life by keeping them in individual pens or hutches."
And "Clearly, compared with permanent individual housing, group housing is beneficial
for the welfare of calves from the perspective of possibilities for social behaviour, and
the facilitation of feeding behaviour and feed intake (in particular solid feed; Hepola et
al., 2006; Vieira et al., 2010)."

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 other animals.

Replacement stock should be monitored for cross-sucking and appropriate measures taken to prevent
this occurring (e.g. provide sucking devices, revise or modify feeding practices, provide other
environmental enrichments).

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, physical appearance, changes in weight and body
condition, growth rate.

12.5 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. 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 established relevant to the stage of lactation and the capacity of the
system.
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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 animals being milked for the first time. They 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, milk quality), behaviour, changes in
milk yield, physical appearance (e.g. lesions).

13.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 minimise any pain and stress to the animal. Such procedures should be performed at as

of a vetermar/an.

Options for enhancing animal welfare in relation to these procedures include: ceasing the procedure
and addressing the need for the operation through management strategies; breeding cattle that do not
require the procedure; or replacing the current procedure with a non-surgical alternative that has been
shown to enhance animal welfare.

a)) Disbudding and dehorning

Horned dairy cattle 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. The selection of polled cattle is preferable to dehorning.

Performing disbudding at an early age is preferred, rather than dehorning 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.

Guidance from a veterinarian or veterinary para-professional as to the optimum method and
timing for the type of cattle and production system should be sought. The use of anaesthesia and
analgesia are strongly recommended when performing disbudding, and should always be used
when dehorning. Appropriate restraint systems and procedures are required when disbudding or
dehorning.

Other methods of disbudding include: removal of the horn buds with a knife and the application of
chemical paste to cauterise the horn buds. Where chemical paste is used, special attention
should be paid to avoid chemical burns to other parts of the calf or to other calves. This method is
not recommended for calves older than two weeks.

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.

Methods of dehorning when horn development has commenced involve the removal of the horn
by cutting or sawing through the base of the horn close to the skull.

b)#} Tail docking

Tail docking does not improve the health and welfare of dairy cattle and therefore it is not
recommended. As an alternative, trimming of tail hair should be considered where maintenance
of hygiene is a problem.

cliii) Identification
Ear-tagging, ear-notching, tattooing, branding and radio frequency identification devices (RFID)
are methods of permanently identifying dairy cattle. The least invasive approach should be

adopted whichever method is chosen (e.g. the least number of ear tags per ear and the smallest
notch practical). It should be accomplished quickly, expertly and with proper equipment.
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Freeze branding and branding with a hot iron should be avoided where alternative identification
methods exist (e.g. electronic identification or ear-tags). When branding is used, the operator
should be competent in procedures used and be able to recognise signs of complications.

Identification systems should be established also in accordance with Chapter 4.1.

Outcome-based measurables: morbidity rate (post-procedural complications), abnormal
behaviour, vocalisation, physical appearance.

14.n)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. Lactating cows should be inspected at least once a day. Some animals
should be inspected more frequently, for example, neonatal calves, cows in late gestation, 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 animal handlers. |f 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. 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
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: handling responses, morbidity rate, mortality rate, behaviour, especially
altered locomotory behaviour and vocalisation.

15.e}Personnel training

All people responsible for dairy cattle should be competent in accordance with 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: handling responses, morbidity rate, mortality rate, behaviour,
reproductive efficiency, changes in weight and body condition, changes in milk yield.

16.p}Disaster management
Plans should be in place to minimise and mitigate the effect of disasters (e.g. earthquake, fire, drought,
flooding, blizzard, hurricane). Such plans may include evacuation procedures, identifying high ground,

maintaining emergency feed and water stores, destocking and humane killing when necessary.

In times of drought, animal management decisions 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.
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Reference to emergency plans can also be found in points 74 g} and 2a}i) of Article 7.11.56 and point
1 c) of Article 7.11.7.

17.gyHumane 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 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;

—  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;

- calves that are premature and unlikely to survive, have a debilitating congenital defect, or
otherwise unwanted; and

- as part of disaster management response.

For a description of acceptable methods for humane killing of dairy cattle see Chapter 7.6.

—  Text deleted.
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Annex 20

DRAFT CHAPTER 7.X.

WELFARE OF WORKING EQUIDS

EU comment

The EU thanks the OIE for its work on this draft chapter. The many structural changes
introduced have improved its readability. We can in general support the proposed
changes but 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.

EU comment

The EU would ask the OIE to consider moving the final sentence of the below paragraph
here so that the first paragraph reads:

"In many countries, working equids, used for transport and traction, contribute directly
and indirectly to households’ livelihoods and benefit communities as a whole. Working

equids may be of direct or indirect use in production and commercial activities."
Justification:

The two sentences both seem to be appropriate as an introduction.

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). Workin ids m f direct or indirect in_pr tion an mmercial
activities.

EU comment

The EU would ask the OIE to consider moving the final sentence to the first paragraph.

The welfare of these working equids is often poor and this may be as a result of their ownership by poor
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and marginalised communities who are unable to sufficiently resource their needs-_or who have insufficient

knowledge of the appropriate care of equids. Certain working contexts may present a particular risk to
welfare such as working within construction industries {e-g-—brickkilns).

Article 7.X.2.
Scope—and-—definitien

This chapter applies to the following working animals: horses, mules and donkeys that which are destined,
used for and retired from fer-traction ard, transport,for and generation of income generation as—well-as

domestic-use{non-commereialwork). Equids used in sports or competitions, leisure riding or research are

excluded.

EU comment
The EU would ask the OIE to consider amending the scope as follows:

"This chapter applies to the following working animals: horses, mules and donkeys that
are destined, used for and retired from traction, transport, by the police or military and
generation of income. Equids kept or used in_breeding, sports or competitions, leisure

riding, leisure driving er research or for the purpose of primary meat or milk
production are excluded."

Justification:

It is uncertain whether some categories of work horses are covered by the scope or not.
We have thus made a suggestion so as to clarify this issue.

For the purposes of this chapter, harness means all parts of the driving harness, saddle, bridle and bit that

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.

Article 7.X.3.
Responsibilities and-cempetencies

All those with a defined responsibility as outlined below should have the requisite knowledge and skill to
erform their duties.

1. Veterinary Authority

The Veterinary Authority is the responsible for implementation of animal health and welfare,_ However
1in the case of working equids, the responsibility may be shared with other government agencies, and

institutions and relevant stakeholders as—listed—below—and—including—but—is—notlimited—to—those
responsible-for-agrieulture-and-transport.

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 industrial and construction activities brick
kilns, whether for environmental or labour compliance, may also have a responsibility for the
working equids involved in the industry.

Particularly in urban areas, the transport or other responsible agency may have legislative authority in
dealing with traffic circulation and have a role to play in ensuring a safe environment for working
equids as well as other road users.

Environmental protection agencies may regulate and enforce measures to prevent working equids
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from accessing rubbish—er—garbage—sites—or—other—potential sources of contamination {such—as

The agency responsible for public health may have legislative authority in dealing with zoonosies such

as-glanders.

Education authorities have a responsibility in schools and through agricultural, veterinary para-
professional para-veterinary and veterinary training; appropriate education and training ear will prevent
many welfare problems frem-eceurring.

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 animal health
measures guarantine and responsibility for abandoned animals.

EU comment

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

"In many countries the legislative framework gives authority to local government
agencies with regard to aspects of transport, agriculture, public health, environmental
health and inspection, and compliance activities including those in relation to animal
health measures and responsibility for abandoned and stray animals."

Justification:

Language point: The word “those” has been omitted from the sentence. The definition of
the term “abandoned” would not include stray animals.

In many countries local government agencies are responsible for the development and enforcement of
legislation relating to equine drawn carts and carried loads in traffic, animal identification (registration),
licensing and disposal of dead animals.

4. Private sectorveterinarians

Fhe-pPrivate seetor veterinarians are responsible for providing services and advice to working equid
owners or handlers and can play an important role in disease surveillance because they may be the

f|rst to see an eqwd sufferlng from a notlflable dlsease Iheqepmate—seetepveteﬁnaﬁans—sheuid—feuew

Pwate—seeter—veteﬁnaﬁan& hey may also play a role (often in I|a|son W|th the pollce or other Iocal
authorities) in dealing with cases of neglect that can lead to welfare problems.

Two -way commun|cat|on between the private seeter
veter/nar/ans and Veterinary Authority, often via the medium of a veterinary professional organisation,
is important and the Veterinary Authority is responsible for setting up appropriate mechanisms for this
interaction.

Private veterinarians may also have a responsibility in supervising and coordination of veterinary para-
professionals involved in delivering animal health services.

5.  Non-governmental organisations

Relevant non-governmental organisations (NGOs) and intergovernmental organisations should
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understand the role of working equids and may help to collect and provide information to support policy
formulation, to advocate-fer and promote health and welfare of working equids.

Local NGOs are potential partners of the Veterinary Services in the development and implementation
of working equid health and welfare programmes.

NGOs may also contribute, together with veterinarians and Competent Authorities, in educating the
public in the importance of animal welfare of working equids.

6. Working equid owners and users

Owners and users are ultimately resoonS|bIe for the welfare of thelr worklnq equids bv ensuring thelr
animals’ “five freedoms” she A

EU comment
The EU would ask the OIE to consider inserting the following amendment:

"Owners and users are ultimately responsible for the welfare of their working equids by
ensuring their animals’ “five freedoms”, cf. chapter 7.1. Article 7.1.2. number 2."

Justification:

What is understood by the five freedoms is described in Chapter 7.1. and it may be
useful to include a reference here.

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
cater for 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 equme behawours could indicate an anlma/ welfare problem |nclud|ng
fear depressuon or pa|n Non .

differ between donkeys horses and mules and a good understanding of normal behawour of each
species is required.

Some behaviours may not be uniguely indicative of one type of problem; they may be exhibited for a
variety of different welfare causes. Depression, apathy, dullness and lethargy in equids that are usually
active and alert can be indicative of a welfare problem. Changes in eating or drinking patterns may
indicate a welfare problem, especially a decreased feed intake. This might also be an indicator of
dental problems, poor feed quality or even feed contamination.

Behaviours indicating discomfort or pain:

— Head pressing, teeth grinding, grunting, food dropping, and inability to eat normally. Such
behaviours may indicate disea I S Oor pain.

EU comment
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http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_bien_etre_animal

The EU would ask the OIE to consider replacing "disease process or pain'" by '"the
development of disease or pain'':

""Head pressing, teeth grinding, grunting, food dropping, and inability to eat normally.
Such behaviours may indicate_the development of disease preeess or pain,"

Justification:

Language improvement.

may indicate abdominal or other discomfort.

Disturbance of ground or bedding. Such behaviours may indicate disease process, abdominal
pain, malnutrition.

EU comment

The EU would ask the OIE to consider replacing ""disease process' by '"the development
of disease'':

"Disturbance of ground or bedding. Such behaviours may indicate the development of
disease proeess, abdominal pain, malnutrition,"

Justification:

Language improvement.

=  Weight shifting, foot pawing, reluctance to move or abnormal movement. h behaviours m
indicate leg, foot or abdominal pain.

EU comment

The EU would ask the OIE to consider including "lumbar and spinal' in the above list
of causes:

"Weight shifting, foot pawing, reluctance to move or abnormal movement. Such
behaviours may indicate leg, foot, lumbar and spinal or abdominal pain,"

Justification:

Since the above signs may also relate to lumbar or spinal abnormalities, injury or
disease this should be included.

H haking or avoidan f h ntact. h_behaviours may indicate h r or lar
discomfort.

Itching, rubbing, self-inflicted abrasions. Such behaviours may indicate skin problems, parasites.

Restlessness, agitation and anxiety, rigid stance and reluctance to move, lowered head carriage, fixed

stare and dilated nostrils, clenched jaw, aggression and reluctance to be handled, may indicate non-
ifi in in horses. In donk th haviours are mor: tle and may not be r ni ;

Vocalisation, rolling, kickin men, flank watching an retching may indi minal
pain in horses. In donkeys, dullness and depression;

Weight-shifting, limb guarding, abnormal weight distribution, pointing, hanging and rotating limbs,
abnormal movement and reluctance to move ma¥ indicate limb and foot pain in horses. These S|gns

and dental pain (Ashley et al., 2005)
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Behaviours indicating fear or anxiety:
Avoidance of humans, especially when handlers or objects associated with their handling come close;

A reluctance by the working equids to engage in their use for traction or transport or even a
cessation and aggressive behaviour, especially when fitting equipment or loading is undertaken.

Behaviours indicating stress:

Locomotive stereotypies: stable walking, weaving.

2. Morbidity

Morbidity, including incidence of disease, lameness, injuries or post-procedural complications, may be
a direct or indirect indicator of the animal welfare status.

Understanding the aetiology of the disease or syndrome is important for detecting potential animal
welfare problems. Scoring systems, such as those used to score lameness and body condition, can
provide additional information.

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-as well as temporal and spatial
patterns of mortality and_possible relationshiprg asseciated with husbandry and handling practices.

EU comment

The EU would ask the OIE to consider inserting the following paragraph:
"Necropsy is useful in establishing the cause of death."

Justification:

We note that no mention is made of post mortem examination while this is topic is
regulated in other OIE animal welfare chapters. For the sake of consistency the
approach should be similar whenever possible when the varying production systems
allow for it.

Body condition and pPhysical appearance

Poor or changing body condition may be an indicator of compromised animal welfare and health and
rin tems help to provi biectivity (Ka ., Pearson R.A. assat M. (2004); Pearson R. A.
M., 1 ; rroll C. L. & Huntington P. J., 1

EU comment

The EU would ask the OIE to consider adding a second sentence to the above
paragraph:
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"Using a scoring system can assist in recognising, at an early stage, when an equid is
unfit for work and allow for timeous interventions of rest and appropriate treatment to
allow for recovery and avoid decline to an unacceptable and non-functional level."

Justification:

As per text, body scoring condition is now used extensively as an animal based indicator
and this should be reflected in the OIE code chapter for equids too.

Observation of physical appearance will-often provides an indication of animal welfare and health.
Attributes of physical appearance that may indicate compromised welfare include:

—  feet or limb abnormalities,

— wounds or injuries,

— dehydration {measured-by-drinking-behaviour)-or signs of heat stress,
—  abnormal discharges,

—  presence of parasites,

— abnormal coat, texture or hair loss,

—  excessive soiling with faeces, mud or dirt,

— emaeiatien,

— abner:ma| behavie I pgst res and gat

56. Handling responses

Poor human-animal interactions can lead to or be caused by improper handling. This may include
inappropriate poor driving and restraint methods such as the jnappropriate use of whips and sticks,
and can result in fear and distress.

Indicators eeuld include:

— aversive responses to fitting of equipment and loads,

EU comment
The EU would ask the OIE to consider adding “apathy” in the above point:

""- aversive responses or displaying general apathy to fitting of equipment and loads,"

Justification:

By including "general apathy" the indicator would ensure that those animals unable to
respond are covered as well.

— defensive responses from the equid to the owner or user such as threatening facial expressions,
kicking, biting and avoiding human contact.

R ien ine from i

6#. Complications due to management practices

Some management practices, such as castration and hoof care, are commonly performed in working

equids for-improving-animal-performance, to facilitatinge handling; and improvirge human safety and

animal welfare.

Working equids are shod for two main reasons; to prevent hoof wear and to improve performance.
Many equids cope well without shoes and, if they are coping well, are best unshod. However, poor
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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.

management pracnce preeedures are not performed properly, animal We/fare ean may be
compromised.

EU comment

The EU has proposed inserting a section on painful husbandry procedures in Article
7.X.9 to address the issue of castration which is mentioned also in the above text.

Indicators of such problems-eeuld include:
—  post-procedure infection and swelling;
—  post-procedure lameness;

—  yiasis;

—  behaviour indicating pain or fear;

—  mortality.

EU comment

The EU would ask the OIE to please correct the third bullet point:
"viasis miasis,"

Justification:

Spelling mistake.

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 applied to put
en-wounds should be identified as indicators of poor welfare.

78. 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-te for proper treatment (AAEP, 2014). Lameness or gait abnormalities are the

most common presenting signs of working equids to veterinarians. Ninety-to-ninety-nine—percent-of
working-equids-may-have-hoof-andlimb-problems-(Burn et al., 2010; Pritchard-et-al2005).

Indicators of such problems eeuld include:
—  hoof conformation abnormalities;

— unequal weight bearing;

—  hoof pastern axis and angles;

— lameness grades: there are various gait or Iameness scorlng systems—an—example—rs—ene
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98. 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).

EU comment

The EU would ask the OIE to consider inserting a new final sentence in the above
paragraph:

"Various factors such as the animal’s age, breed or physiological state (e.g. pregnancy)
may influence the animal’s capacity to perform a task."

Justification:

Though there is a requirement in Article 7.X.12 concerning appropriate workloads, it
should be highlighted that several factors need to be considered when taking decisions
on the workload and fitness to work.

Indicators of an equid’s inability to carry out the work demanded of it include the presence of heat
stress, lameness, poor body condition or weight loss, harness related wounds and aversive
behavioural responses to, for example, harness or equipment fitting.

Article 7.X.5.
Recommendations
Articles 7.X.67. to 7.X.134. 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 whenre appropriate.

Annex 20 (contd)

Article 7.X.6.

Nutrition, and fFeeding and provision of watering
1. Eeeding

Working equids are natural grazers that 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
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diet: either grass, hay or suitable and safe alternative in order to mimic their natural feeding pattern as
closely as possible.

EU comment

The EU would ask the OIE to consider replacing "horses' with "equids" in the third
sentence of the above paragraph:

"Herses Equids should be provided frequently with a predominantly fibre-based diet:
either grass, hay or suitable and safe alternative in order to mimic their natural feeding
pattern as closely as possible."

Justification:

The requirement for a predominantly fibre-based diet is equally valid for donkeys and
mules.

Energy, fibre, protein, mineral (including trace minerals) and vitamin contents in the diet of working
equids, their balance, safety, digestibility and availability are major factors determining the traction
power of the animals, their growth and overall productivity and their health and welfare (FAO, 2014;
Pearson, 2005).

Working equids should be provided with access to an appropriate quantity of balanced and safe feed,
and-water which-is-safe (edible-and-with-no-biclogical,—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 as short as possible and that mitigation
strategies are implemented if welfare and health are at risk of being compromised (NRC, 2007).

EU comment

The EU would ask the OIE to consider inserting a new second sentence in the above
paragraph:

"The three species have different dietary needs and what is appropriate for one may be
inappropriate for another."

Justification:

Donkeys and mules are more sensitive to a high ratio of protein in the diet and it would
be useful to highlight here that there are differences between the species.

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 adding ""humane" in front of the word slaughter:

"If supplementary feed is not available, steps should be taken to avoid starvation,
including humane slaughter, sale or relocation of the animals, or humane killing."

Justification:

The OIE definition of slaughter does not cover the animal welfare aspect and it is, as for
killing, pertinent to require humaneness at slaughter.

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 fibre forage is important as well as green forage
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and should also be provided even when green forage is not available. Long fibre hay is better than

chopped forage to-preventulcers.

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.

2. Provision of water

However; {The most important nutrient for the welfare of working equids is water (Heleski et al., 2010).
Working equids need regular and adequate supply-and access to palatable, safe water that meets their
physiological; and work; and-environmental requirements which may vary {e-g—increased-water-need

in-het-weather).

EU comment

The EU would ask the OIE to consider adding a new final sentence to the above
paragraph so that it reads:

"The most important nutrient for the welfare of working equids is water. Working
equids need regular and adequate access to palatable, safe water that meets their
physiological and work requirements which may vary. The amount of water will depend

on the individual equid but for animals that are not working it should nevertheless be at
least S litres per 100 kg bodyweight per day for a horse and 8 litres per 100 kg
bodyweight per day for a donkey."

The EU would also like to point out that different terminology is used in the chapter
with regard to "palatable, safe water". In some Articles the term "drinking water" is
used (Article 7.X.7) while in others "drinkable water" is used (Article 7.X.12). The term
used in this Article should be used throughout the chapter.

Justification:

It would be of value to indicate the amount which is considered necessary as a baseline
value. Several publications indicate ranges of water consumption rates depending on
whether the animal is resting or working or its physiological state (e.g. lactating). For an
adult horse of 500 kg bodyweight the range indicated is 25-50 litres per day in a
temperate climate, while for a fully-grown adult donkey the range is 18-35 litres per day.
These ranges are in line with the suggested minimum value.

For the sake of consistency "palatable, safe water" should be used.
Scientific references

Feeding donkeys, A A Aganga, M Letso and A O Aganga; Department of Animal
Science and Production, Botswana College of Agriculture,

Handbuch Pferdeverhalten. Ursache, Therapie und Prophylaxe von Problemverhalten.
Margit H. Zeitler-Feicht. 3., vollst. iiberarb. Auflage 2015. 318 S.,

Houpt, K. A., Eggleston, A., Kunkle, K. and Houpt, T. R. (2000), Effect of water
restriction on equine behaviour and physiology. Equine Veterinary Journal, 32: 341—
344. doi: 10.2746/042516400777032200

GROENENDYK, S., ENGLISH, P. B. and ABETZ, I. (1988), External balance of water
and electrolytes in the horse. Equine Veterinary Journal, 20: 189-193.
doi: 10.1111/j.2042-3306.1988.tb01497.x
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Defra Equine code 2013 - Department for Environment, Food and Rural Affairs. (2013).
Code of Practice for the welfare of horses, ponies, donkeys and their hybrids.

Meyer, H. (1995) Pferdefiitterung. 3. Aufl. Blackwell Wissenschafts-Verlag, Berlin.

Empfehlungen zur Haltung von Eseln; Landesbeauftragter fiir den Tierschutz des
Landes Niedersachsen, Ministerium fiir Ernihrung, Landwirtschaft und Forsten ¢
Hannover; 1.4.2000

Merck Veterinary Manual:

"Water requirements depend largely on environmental conditions, amount of work or
physical activity being performed, type and amount of feed, and physiologic status of the
horse. The minimal maintenance daily water requirement of a sedentary adult horse in a
thermoneutral environment is 5 L/100 kg body wt/day, assuming the horse is consuming
at least 1.5% of its body weight in feed dry matter. However, a 500-kg horse will usually
drink 21-29 L of water per day when fed a mixed hay/grain ration or pasture. If fed
only dry hay, water intake will almost double. Lactation or sweat losses also increase the
needs by 50%-200%. A 500-kg horse exercising for 1 hr in a hot environment will need
to drink 72-92 L of water to replace sweat and evaporative losses. Lactating mares need
1-14 L per 100 kg body wt to sustain good health and milk production."

Outcome-based measurables: behaviour, morbidity, mortality; and-merbidity rates, behaviour, changes

inweight-and-body condition and physical appearance, and fitness to work; dehydration{as-measured
by-drinking-behaviour), sighs-of-heatstress.

Article 7.X.7.

Effective shelter should be provided for working equids both in the resting and working environments.
Shelter should provide protection against adverse weather conditions and against predators and injury as
well as good ventilation and the ability to rest comfortably. Resting space should be dry, clean and large

enough for the equid to lie down, get up and turn around easily comfortably-and-turnround.

1. Heat stress

Heat stress is a common condition in working equids which—are—often—weorking 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.

Behaviours which_indicate heat str: incl incr respiratory rate and effort; flared nostrils;
increased head movement and lack of response to environment (Pritchard et al., 2006)

Outcome-based measurables: largely-behavioural, morbidity, mortality, body condition and physical
appearance and f|tness to Workmeludmg—mem&ased—pespwatew—m{e—and—eﬁeﬂ—ﬂamd—nesm#&

Protection from extreme cold weather conditions should be provided when these are likely to create a
serious risk to the welfare of equids, particularly of neonates and young animals and others that are
physiologically compromised. Such a protection could be provided by 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).
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EU comment

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

"Such a protection could be provided by extra bedding and natural or man-made
shelter structures."

Justification:

In the recently adopted chapter on dairy cattle provision of extra bedding is mentioned
as a measure to protect the animals from extreme weather conditions (cold). We believe
that this is relevant also for working equids and therefore propose to align the wording
with the chapter on dairy cattle.

Behaviour which indicates suffering from cold stress includes huddling.

EU comment

The EU would ask the OIE to consider adding the indicator “shivering”

"Behaviour which indicates suffering from cold stress includes huddling_and shivering."
Justification:

Shivering is a relevant indicator of cold stress in many species, including equids, and this
indicator is also mentioned in the recently adopted chapter on dairy cattle.

Outcome-based measurables: behaviour, mortality rates;_and body condition and physical appearance;

3. Protection against from predators and injury

Good-shelter-isrequired-tokeep Working equids_should be kept safe from predators and from road

accidents, which are a common occurrences if equids are left free to roam. If working equids are
housed alongside ether-demesticlivestock horn ttle, care must-should be taken to protect them
from injury by-herned-cattle(The Brooke WEVM, 2013).

EU comment

The EU would ask the OIE to consider inserting a new final sentence in the above
paragraph:

"Bedding should be provided in order to avoid sores or lesions on various bodyv parts

(hips, hocks, head, etc."

Justification:

Injuries may also arise from the housing system in general and the use of bedding may
minimise this risk.

Outcome based measurables: behaviour ,morbidity {injury—rate}and; mortality rates, body condition
and physical appearance and lameness-behaviour.

Annex 20 (contd)

Article 7.X.8.
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Disease—and—injury mManagement:—management of endemie disease;—infeetious
disease—wefle—fe}a%ed—weuads and injuries;—planning fer —disease—outbreaks,

1. Biosecurity and disease prevention

Biosecurity plans should be deS|gned promoted with, and |mplemented by, stakeholder
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 by:

a) equids,

b) other animals and-disease veeters vectors,

c) people,

d) equipment {e-g-
e) vehicles,

f) air,

g) water supply,

h) feed.

Outcome-based measurables: morbidity rate, mortality rate, reproductive-efficieney; changes in body
condition and physical appearance.

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.

Fhere-should-be-an eEffective national programmes for the prevention and treatment of working equid
diseases and conditions require with clear roles and responsibilities to_be defined for official and
private animal health service personnel as well as for owners.

Owners and handlers of working equids should be aware of signs of ill-health, disease, distress and
injuries. If they suspect the presence of disease and are not able to manage it, they should seek

advice from veterinarians or other qualified persons.
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Non ambulatory working eqwds should have access to feed and water at all times and-be-provided
A ; itum. 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.

When treatment is attempted, equids that are unable to stand up unaided and refuse to eat or drink

should be euthanised in_accordance with accerding-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, body
condition and physical appearance;-and-changes-in-body-condition.

EU comment

The EU would ask the OIE to consider inserting a new example of a measurable in the
above list:

"Outcome-based measurables: morbidity (e.g. coughing and respiratory distress),

mortality, behaviour, body condition and physical appearance."
Justification:

This is also a relevant parameter to assess the animal’s health with.

Annex 20 (contd)
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Article 7.X.9.

Handling and—driving practice;—handling faecilities, personnel —expertise—and
training,—mutilatiens—and eother-management practices

Management practices should be accomplished expertly and with the proper equipment and pain relief if
appropriate

EU comment

The EU would ask the OIE to consider inserting a new point here on painful husbandry
procedures which reads as follows:

"Painful husbandry procedures

Certain husbandry practices are commonly carried out in working equids 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 minimise any pain and stress to
the animal. h pr res shoul rform ing anaesthesia or analgesia under
the recommendation or supervision of a veterinarian."

Justification:

We note that though mention is made of castration which may be performed to facilitate
handling (Article 7.x.4. number 6), the issue of pain management is not addressed.
However, in the other OIE animal welfare chapters a section on painful husbandry
procedures has been included. For the sake of consistency the approach should be
similar whenever possible when the varying production systems allow for it. The
wording proposed here is adapted from the text of the dairy cattle chapter.

Drivers and handlers should be trained to acquire good management practice skills.

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
hours, being underfeeding, lack of access to water, lack of resting periods, working under heat stress,
overloads, beating or whipping and some traditional practices such-as-firing-or,-nostril-slitting.

nes%%ay—be—sm—man—attemm&mereas&wﬂemﬂ—hetelﬂﬂaies Comnetent Author/t/es and veter/nar/an

have—a—role—in should educateing owners and handlers of working equids to cease these unsafe, non-
effective and inhumane inappropriate and-ineffective practices and also in encourageing good management
and handling skills.

EU comment

The EU would ask the OIE to consider inserting a new paragraph here:

"Hair around the muzzle has sensory value and should therefore not be clipped, pulled

or cut. Likewise tail hair is used by equids to ward of insects and therefore is important
for the animal’s welfare."

Justification:

These two issues are important so as to avoid negative welfare implications for the
animals and have so far not been covered by the articles of this chapter
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Worklng eEquids should not be tethered or hobbled continuously permanently; they-should-not-be-hobbled
iod. In situations where temporary hobbling

is necessary, sufficient distance between the two hobbled Iegs is required to allow the equid to stand as
naturally as possible.

EU comment

The EU would ask the OIE to consider inserting a new first sentence in the above
paragraph and to amend the final sentence as follows:

"Equids should not be kept confined indoors for long periods of time and should be
provided with access to outdoor premises at least once per day.

In situations where temporary hobbling is necessary, sufficient distance between the two
hobbled legs is required to allow the equid to stand as naturally as-pessible.and move

without risk of injury."
Justification:

It is not only tethering which may be problematic for the animal but also long term
confinement Under natural conditions a horse walks for approximately 15 hours per
day. Two days of confinement or tethering are calculated to have the equivalent impact
of 60 hours rest. The risks associated with this confinement are various types of disease,
pathological conditions or behavioural issues.

For long now the best known is rhabdomyolysis which can be due to sporadic exercise
associated with a confined rest (often not accompanied by a reduction in the intake of
concentrates) followed by exercise in which the intensity is moderate to high. While
other recent studies on long confinements or privation of exercise show effects on
parameters such as e.g.:

- a significant reduction of intestinal motility, which may increase the risk of impaction;

- an intensive locomotor behaviour after the release of the horse ('"'rebound effect')
when released outdoors. In addition it can increase unwanted behaviours when the
worker handles the horse such as an increase in reactivity or a decrease in obedience.

The current wording of the final sentence does not properly address the welfare issues
that may arise when hobbles are used. In equids the front limbs are the major weight
bearing limbs and there is therefore a higher risk of problems if the posture is abnormal
due to too tight or restrictive hobbles. So as a minimum the animals should be able to
stand normally.

Scientific reference:

Ahmad, A.; Zaman, S. F.; Aravindan, M.; Thanammal, S. R.

The 6th International Colloquium on Working Equids: learning from others.
Proceedings of an International Colloquium, New Delhi, India, 29 November - 2
December 2010

Etiologie et mecanisme pathogenique de la myoglobinurie paroxystique du cheval
(opportunite de la saignee).[Aetiology and pathogenesis of equine paralytic
myoglobinuria (indication for bleeding)|. By: Desliens, L. Bulletin de I'Academie
Veterinaire de France Volume: 46 Issue: 8 Pages: 343-356 Published: 1973
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- Muscle specific enzymes and alpha-tocopherol as well as erythrocytic glutathione
peroxidase and serum magnesium levels in paralytic myoglobinuria affected horses.By:
El-Neweehy, T. K.; El-Aziz, S. A. A.; EI-Hamamsy, H. T.; et al. Veterinary Medical
Journal Giza Volume: 38 Issue: 3 Pages: 389-394 Published: 1990

- Epidemiologic analysis of factors influencing exertional rhabdomyolysis in
Thoroughbreds, By: MacLeay, JM; Sorum, SA; Valberg, SJ; et al. AMERICAN
JOURNAL OF VETERINARY RESEARCH Volume: 60 Issue: 12 Pages: 1562-1566
Published: DEC 1999

- MANAGEMENT OF EXERTIONAL RHABDOMYOLYSIS SYNDROME. By:
ROSSIER, Y. COMPENDIUM ON CONTINUING EDUCATION FOR THE
PRACTICING VETERINARIAN Volume: 16 Issue: 3 Pages: 381-& Published:
MAR 1994

- Investigation of the effect of pasture and stable management on large intestinal
motility in the horse, measured using transcutaneous ultrasonography S. WILLIAMS,
C. A. TUCKER, M. J. GREEN and S. L. FREEMAN*, Equine vet. J. (2011) 43 (Suppl.
39) 93-97

- Effects of different forms of exercise on post inhibitory rebound and unwanted
behaviour in stabled horses, R. FREIRE*, P. BUCKLEY, and J. J. COOPER, Equine
vet. J.(2009)41(5) 487-49.

The tethering site should have-a-minimumradids-of-rine-metres—and-sheould-be free from obstructions that
may entangle the tether. Adequate water, and feed and frequent supervision should be provided; action

may be taken if necessary by moving the animals to areas providing shade or shelter.

EU comment
The EU would ask the OIE to consider amending the final sentence as follows:

""Adequate water, feed and supervision should be provided; if necessary action may
should be taken ifneeessary by moving the animals to areas providing shade or shelter."

Justification:

The use of the verb '""may" does not seem appropriate as remedial action should be
taken if there is a risk that the animal’s wellbeing is at risk.

Mares in season should not be tethered with-near stallions; mares about to foal or with a foal should not be tethered.

Equipment used to hobble must should be designed for hebbling that purpose. The parts of the hobbles which

are in contact with the skin should not be made from material that causes pain or injury (Burn et al., 2008).

wners and u fwork|n equids should b ra from usin wh| and harmful goads such a

driving practices.

Outcome based measurables: behaviour, morblglg! mor’(ahty- and me;b&d&ty rates, Qg ¥ gngmgn and phyS|caI
appearance, lameness and fitness to work-(firi in . .

Article 7.X.10.
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Behaviour and seeial interaections

3V and 3 a betw —AY 3 ys——and Animal handlers
should be familiar a—familiarity with normal and abnormal behaviour of each type of working equid is

Different natural behaviours and social interactions between horses, mules and donkeys should be taken
into account.
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Outcome-based measurables: behaviours ,

aneFtness—lmunes—ehanges—m—we@ht—and—body cond|t|on and ghgggal agggarangg! nd flth§S tQ wgrk
willingness-to-acceptequipmentandloadingforweork.

Article 7.X.11.

End ef life —issues:—euthanasia;,——slaughter (ineluding—end—of working life,
abandonment)

Consideration should be given to end of life issues.

Abandonment of equids should be discouraged. The Competent 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.

When euthanasia or_slaughter are is practised in working equids, the—general—principles—in—the
recommendation Chapters 7 5 and 7 6 of the Terrestrlal Code should be followed. Euthanasia-is-the

\ e- Otherwise
the worklng 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

The EU would ask the OIE to consider replacing the word "euthanasia' so that the first
sentence reads:

""When euthanasia humane Kkilling or slaughter are practised in working equids,
recommendations in Chapters 7.5 and 7.6 of the terrestrial Code should be followed."

Justification:

In the other animal welfare chapters the term humane Kkilling is used throughout.

Article 7.X.12.

Appropriate workloads

ontlnue to develop unt|| over the age of f|ve years so conS|derat|on should be glven! accordlng to workload!

as to when working life commences. In general this should be three years of age or more but never less
than two years of age. Animals that are subjected to excessive work too young in life will usually suffer from

leg and back injuries in later life, resulting in a much-reduced working life.

No-Mmares should not be ridden or worked withir three months before and after of foaling.
Special considerations should be given to old animals.

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). Consideration should be given to the animal's physical condition
and age and the work load should be adjusted accordingly.

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 drinkable water should be provided available.

All animals should receive sufficient good quality feed corresponding to their individual requirements. Eresh
drinkable water_and roughage should be available to aid digestion.

Sick or injured animals should not be worked. Any animal that has been under veterinary treatment should
not be returned to work until advised by frem the veterinarian is-received.
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Outcome based measurables: behaviour, body condition and physical appearance, dehydration; handling
response,-gait and lameness and fitness to work.

Article 7.X.13.
Farriery and harnessing
1. FEarriery

Owners and handlers should routinely clean and check the hooves of the working equid before and
after work.

Outcome based measurables: Behaviour, body condition and physical appearance, lameness

and fitness to work.

EU comment

The EU would ask the OIE to consider replacing the word ""body condition" with "foot
condition" so that the sentence reads:

"Outcome based measurables: Behaviour, bedy foot condition and physical appearance,
lameness and fitness to work."

Justification:

As this sub-article is related to farriery the condition of the foot is more relevant.

2. Harnessing
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A properly designed, well-fitted and comfortable harness allows the working equid to pull the
equ|pment to the best of its ab|I|ty! efﬁmentl;g and W|thout risk of i |njur|es A—peeﬁy—de&gned—er—ﬁ—ﬂtted

Harness injury should be prevented through properly fitted and adjusted harness which is checked
daily for damage and repaired promptly as necessary. Equids should be checked after work for signs
of rubbing and hair loss and the source of any problems should be removed through maintenance and

padding where required.

A-gooed-hHarness:;: does should not have sharp edges which could cause injury te-the-equids.—; should
fits well so that it does not cause wounds or chafing caused by excess movement; is should be
smoothly shaped or padded so that loads imposed on the working equids’ bedy bodies are spread
over a large area; and dees should not |mpede the an|mal s movement or normal breathlng or restnct

propriate tyre pressure. For draug
ammals the use of swmqletrees is recommended S0 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 practi

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 aet never be used as bits or to repair bits.

Text deleted.
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Annex 21

CHAPTER 8.3.

INFECTION WITH BLUETONGUE VIRUS

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

Furthermore, the EU notes with appreciation that the Code Commission has requested
assistance from the Biological Standards Commission regarding the previous EU
comment on the need to exclude non-pathogenic serotypes of Bluetongue form the case
definition. The EU looks forward to this important issue being addressed in this Code
chapter in the near future.

Specific comments are inserted in the text below.

Article 8.3.1.
General provisions

For the purposes of the Terrestrial Code, bluetongue is defined as an infection of ruminants and camelids with
bluetongue virus (BTV) that is transmitted by Culicoides vectors.

The following defines an the occurrence of infection with BTV:

1) BTV has been isolated from a ruminant or camelid or a product derived from that ruminant or camelid, or

2) wiral antigen or wviral ribonucleic acid specific to BTV has been identified in samples from a ruminant or
camelid showing clinical signs consistent with bluetongue, or epidemiologically linked to a suspected or
confirmed case, or

3) antibodies to structural or nonstructural proteins of BTV that are not a consequence of vaccination have
been identified in a ruminant or camelid that either shows clinical signs consistent with bluetongue, or is
epidemiologically linked to a suspected or confirmed case.

For the purposes of the Terrestrial Code, the infective period for BV bluetongue shall be 60 days.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in

Article 8.3.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the BTV

status of the ruminant and camelid populations of the exporting country or zone.

Article 8.3.2.

Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any B¢
bluetongue-related conditions regardless of the bluetongue BTV status of the exporting country:

1)  milk and milk products;

2) meat and meat products;
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3)
4)

5)

hides and skins;
wool and fibre;
in vivo derived bovine embryos collected, processed and stored in accordance with Chapter 4.7.

Article 8.3.3.

BTV—£free Ceountry or zone free from bluetongue

Historical freedom as described in Chapter 1.4. does not apply to bluetongue infection-with-BT.

A country or a zone may be considered free from bluetongue when infection with BTV is notifiable in the
whele entire country and either:

a) a surveillance programme in accordance with Articles 8.3.14. to 8.3.17. has demonstrated no evidence
of infection with BTV in the country or zone during the past two years; or

b) an ongoing surveillance programme has found no Culicoides for at least two years in the country or
zone.

A BP/free country or zone free from bluetongue in which ongoing vector surveillance, performed in
accordance with point 5 of Article 8.3.16., has found no Culicoides will not lose its free status through the
introduction of vaccinated, seropositive or infective ruminants or camelids, or their semen; or embryos er
eeeytes from infected countries or infected zones.

A BP\free country or zone free from bluetongue in which surveillance has found evidence that Culicoides
are present will not lose its free status through the introduction of seropositive or vaccinated ruminants or
camelids, or semen; or embryos er-eeeytes from infected countries or infected zones, provided:

a) an ongoing surveillance programme focused on BTV transmission of BTV and a consideration of the
epidemiology of infection with BTV, in accordance with Articles 8.3.14. to 8.3.17. and Chapter 4.3., has
demonstrated no evidence of B transmission of BTV in the country or zone; or

b) the ruminants or camelids, their semen; and embryos ard-eecytes were introduced in accordance with
this chapter.

A BP\/Hfree country or zone free from bluetongue adjacent to an infected country or infected zone should
include a zone in which surveillance is conducted in accordance with Articles 8.3.14. to 8.3.17.

Article 8.3.4.

BTV-—seasonally free Zzone seasonally free from bluetongue

EU comment

The EU suggests amending the title and the contents to Article 8.3.4. to allow also an
entire country to be regarded as seasonally free from bluetongue (i.e. " Country or zone
seasonally free of bluetongue''). Indeed, depending on the climate, there could be entire
countries in certain regions of the world that could qualify as seasonally free. In
addition, Article 8.3.5. could also be read as suggesting the possibility of seasonally free
countries.

Follow-up changes would seem necessary throughout the chapter to reflect that change,
e.g. in the title of Articles 8.3.7., 8.3.9. and 8.3.11.
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A BP\/seasonally-free zone nally free from bl n is a part of an infected country or an infected zone
for which surveillance demonstrates no evidence either of B transmission of BTV or of adult Culicoides for part
of a year.

For the application of Articles 8.3.7., 8.3.9. and 8.3.11., the seasonally free period is taken to commence the day
following the last evidence of B/ transmission of BTV (as demonstrated by the surveillance programme), and of
the cessation of activity of adult Culicoides.

For the application of Articles 8.3.7., 8.3.9. and 8.3.11., the seasonally free period is taken to conclude either:

1) at least 28 days before the earliest date that historical data show BV transmission of BTV may
recommence; or

2) immediately if current climatic data or data from a surveillance programme indicate an earlier resurgence of
activity of adult Culicoides.

A BTV seasonally free zone in which ongoing surveillance has found no evidence that Culicoides are present will
not lose its free status through the introduction of vaccinated, seropositive or infective ruminants or camelids, or
semen; or embryos ereeeytes from infected countries or infected zones.

Article 8.3.5.

BTV—infeected Ceountry or zone infected with BTV

For the purposes of this chapter, a BT\-infested country or infected zone infected with BTV is one that does not
fulfill the requirements to qualify as either BT free eountry-erzone or B/ seasonally free zere from bluetongue.

Article 8.3.6.

Recommendations for importation from BTV—£free countries or zones free from
bluetongue

For ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the animals showed no clinical sign of BF bluetongue on the day of shipment;

2) the animals were kept in a BV-free country or zone free from bluetongue since birth or for at least 60 days
prior to shipment; or

3) the animals were kept in a B\/free country or zone free from blueton for at least 28 days, then were
subjected, with negative results, to a serological test to detect antibodies to the BTV group and remained in
the BTV free country or zone until shipment; or

4) the animals were kept in a BP\free country or zone free from bluetongue for at least 14 days, then were
subjected, with negative results, to an agent identification test, and remained in the BT free country or zone
until shipment; or

5) the animals:
a) were kept in a BP\-free country or zone free from bluetongue for at least seven days;
b) were vaccinated, at least 60 days before the introduction into the free country or zone, against all
serotypes demonstrated to be present in the source population through a surveillance programme as

described in Articles 8.3.14. to0 8.3.17;

c) were identified as having been vaccinated;
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d) remained in the BV free country or zone until shipment;
AND
6) if the animals were exported from a free zone within an infected country, either:
a) did not transit through an infected zone during transportation to the place of shipment; or
b)  were protected from attacks from Culicoides at all times when transiting through an infected zone; or
c) had been vaccinated in accordance with point 5 above.
Article 8.3.7.

Recommendations for importation from BTV zones seasonally free =zenes from
bluetongue

For ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1)  showed no clinical sign of BT bluetongue on the day of shipment;

2) were kept during the seasonally free period in a BP\,seasonally free zone since birth or for at least 60 days
prior to shipment; or

3) were kept during the B/ seasonally free period in a BTV seasonally free zone for at least 28 days prior to
shipment, and were subjected during the residence period in the zone to a serological test to detect
antibodies to the BTV group, with negative results, carried out at least 28 days after the commencement of
the residence period; or

4) were kept during the BF\/-seasonally free period in a BT seasonally free zone for at least 14 days prior to
shipment, and were subjected during the residence period in the zone to an agent identification test, with
negative results, carried out at least 14 days after the commencement of the residence period; or

5) were kept during the seasonally free period in a B seasonally free zone and were vaccinated, at least 60
days before the introduction into the free country or zone, against all serotypes demonstrated to be present
in the source population through a surveillance programme in accordance with Articles 8.3.14. to 8.3.17. and
were identified as having been vaccinated and remained in the BTV seasonally free country or zone until
shipment;

AND

6) either:

a) did not transit through an infected zone during transportation to the place of shipment; or
b) were protected from attacks from Culicoides at all times when transiting through an infected zone; or
c) were vaccinated in accordance with point 5 above.

Article 8.3.8.

Recommendations for importation from BTV—infeeted countries or zones infected
with BTV

For ruminants and camelids
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1)  showed no clinical sign of BT bluetongue on the day of shipment;

2) were protected from attacks from Culicoides in a vector-protected establishment for at least 60 days prior to
shipment and during transportation to the place of shipment; or

3) were protected from attacks from Culicoides in a vector-protected establishment for at least 28 days prior to
shipment and during transportation to the place of shipment, and were subjected during that period to a
serological test to detect antibodies to the BTV group, with negative results, carried out at least 28 days after
introduction into the vector-protected establishment; or

4) were protected from attacks from Culicoides in a vector-protected establishment for at least 14 days prior to
shipment and during transportation to the place of shipment, and were subjected during that period to an
agent identification test, with negative results, carried out at least 14 days after introduction into the vector-
protected establishment; or

5) were vaccinated, at least 60 days before shipment, against all serotypes demonstrated to be present in the
source population through a surveillance programme in accordance with Articles 8.3.14. to 8.3.17.; or

6) were demonstrated to have antibodies for at least 60 days prior to dispatch against all serotypes
demonstrated to be present in the source population through a surveillance programme in accordance with
Articles 8.3.14. t0 8.3.17.

Article 8.3.9.

Recommendations for importation from BTV —£free countries or zones free or £frem
BTV zones seasonally free zenes—from bluetongue

For semen of ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor males:
a) showed no clinical sign of bluetongue on the day of collection;

b)  were kept in a B\-free country or zone free from bluetongue or in a seasonally free zone during the
BTV seasonally free period in-a-BPF\.seasonallyfree-zone for at least 60 days before commencement
of, and during, collection of the semen; or

c) were subjected to a serological test to detect antibodies to the BTV group, with negative results,
between 28 and 60 days after the last collection for this consignment, and, in case of a B seasonally
free zone, at least every 60 days throughout the collection period; or

d) were subjected to an agent identification test on blood samples collected at commencement and
conclusion of, and at least every 7 days (virus isolation test) or at least every 28 days (PCR test)
during, semen collection for this consignment, with negative results;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.

Article 8.3.10.

Recommendations for importation from BTV —infeeted countries or zones infected
with BTV

For semen of ruminants and camelids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor males:

a) showed no clinical sign of bluetongue on the day of collection;
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were kept in a vector-protected establishment for at least 60 days before commencement of, and
during, collection of the semen; or

were subjected to a serological test to detect antibodies to the BTV group, with negative results, at
least every 60 days throughout the collection period and between 28 and 60 days after the final
collection for this consignment; or

were subjected to an agent identification test on blood samples collected at commencement and
conclusion of, and at least every 7 days (virus isolation test) or at least every 28 days (PCR test)
during, semen collection for this consignment, with negative results;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.

Article 8.3.11.

Recommendations for importation from BTV —free countries or zones free or zones
from BTV seasonally free zones from bluetongue

For in vivo derived embryos of ruminants (other than bovine embryos) and other BTV susceptible herbivores and

for in vitro produced bovine embryos

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor females:

a)

b)

d)

showed no clinical sign of bluetongue on the day of collection;

were kept in a BP\free country or zone free from bluetongue or in a_seasonally free zone during the
seasonally free period in-a-seasonally-freezone for at least the 60 days prior to, and at the time of,
collection of the embryos; or

were subjected to a serological test to detect antibodies to the BTV group, between 28 and 60 days
after collection, with negative results; or

were subjected to an agent identification test on a blood sample taken on the day of collection, with
negative results;

2) the embryos were collected, processed and stored in accordance with Chapters 4.7., 4.8. and 4.9., as
relevant.

Article 8.3.12.

Recommendations for importation from BTV—infeeted countries or zones infected
with BTV

For in vivo derived embryos eroeocytes of ruminants (other than bovine embryos) and other BTV susceptible

animals and for in vitro produced bovine embryos

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor females:

a)

b)

showed no clinical sign of bluetongue on the day of collection;

were kept in a vector-protected establishment for at least 60 days before commencement of, and
during, collection of the embryos er-eeeytes; or
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c) were subjected to a serological test to detect antibodies to the BTV group, between 28 and 60 days
after collection, with negative results; or

d) were subjected to an agent identification test on a blood sample taken on the day of collection, with
negative results;

the embryos er-eeeytes were collected, processed and stored in accordance with Chapters 4.7., 4.8. and
4.9, as relevant;

the semen used to fertilise the oocytes complied with Article 8.3.9.

Article 8.3.13.

Protecting animals from Culicoides attacks

Vector-protected establishment or facility

The establishment or facility should be approved by the Veterinary Authority and the means of protection
should at least comprise the following:

a) appropriate physical barriers at entry and exit points, e-g- such as double-door entry-exit system;

b) openings of the building are vector screened with mesh of appropriate gauge impregnated regularly
with an approved insecticide in accordance with manufacturers' instructions;

c) vector surveillance and control within and around the building;
d) measures to limit or eliminate breeding sites for vectors in the vicinity of the establishment or facility;

e) standard operating procedures, including description of back-up and alarm systems, for operation of
the establishment or facility and transport of animals to the place of loading.

During transportation

When transporting animals through BP¢ infected countries or infeeted zones, Veterinary Authorities should
require strategies to protect animals from attacks from Culicoides during transport, taking into account the
local ecology of the vector.
a) Transport by road

Risk management strategies may include:

i)  treating animals with insect repellents prior to and during transportation;

i)  loading, transporting and unloading animals at times of low vector activity (i.e. bright sunshine,
low temperature);

iii)  ensuring vehicles do not stop en route during dawn or dusk, or overnight, unless the animals are
held behind insect proof netting;

iv) darkening the interior of the vehicle, for example by covering the roof or sides of vehicles with
shade cloth;

v)  surveillance for vectors at common stopping and unloading points to gain information on seasonal
variations;

vi) using historical information or information from appropriately verified and validated bluetongue
epidemiological models to identify low risk ports and transport routes.

OIE Terrestrial Animal Health Standards Commission/August- September 2015
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b) Transport by air

Prior to loading the animals, the crates, containers or jet stalls should be sprayed with an insecticide
approved in the country of dispatch.

Crates, containers or jet stalls in which animals are being transported and the cargo hold of the aircraft
should be sprayed with an approved insecticide when the doors have been closed and prior to take-off.
All possible insect harbourage should be treated. The spray containers should be retained for
inspection on arrival.

In addition, during any stopover in countries or zones not free from bluetongue, prior to the opening of
any aircraft door and until all doors are closed, netting of appropriate gauge impregnated with an
approved insecticide should be placed over crates, containers or jet stalls.

Article 8.3.14.

Introduction to surveillance

Articles 8.3.14. to 8.3.17. define the principles and provide guidance on surveillance for infection with BTV,
complementary to Chapter 1.4. and for vectors complementary to Chapter 1.5.

Bluetongue is a vector-borne infection transmitted by different species of Culicoides in a range of ecosystems.
The purpose of surveillance is the detection of BTV transmission of BTV in a country or zone and not
determination of the status of an individual animal or herds. Surveillance deals with the evidence of infection with
BTV in the presence or absence of clinical signs.
An important component of the epidemiology of bluetongue is the capacity of its vector, which provides a measure
of disease risk that incorporates vector competence, abundance, biting rates, survival rates and extrinsic
incubation period. However, methods and tools for measuring some of these vector factors remain to be
developed, particularly in a field context. Therefore, surveillance for bluetongue should focus on transmission of
BTV in domestic ruminants and camelids.
The impact and epidemiology of bluetongue widely differ in different regions of the world and therefore it is not
appropriate to provide specific recommendations for all situations. Member Countries should provide scientific
data that explain the epidemiology of bluetongue in the country or zone concerned and adapt the surveillance
strategies for defining their status to the local conditions. There is considerable latitude available to Member
Countries to justify their status at an acceptable level of confidence.
Surveillance for bluetongue should be in the form of a continuing programme.

Article 8.3.15.

General conditions and methods for surveillance

1) A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the Veterinary
Authority. In particular:

a) aformal and ongoing system for detecting and investigating outbreaks of disease should be in place;

b) a procedure should be in place for the rapid collection and transport of samples from suspected cases
of infection with BTV to a laboratory for diagnosis;

c) asystem for recording, managing and analysing diagnostic and surveillance data should be in place.
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Annex 21 (contd)

2)  The bluetongue surveillance programme should:

a) in a free country or zone or seasonally free eeuntry—or zone, have an early warning system which
obliges farmers and workers, who have regular contact with domestic ruminants, as well as
diagnosticians, to report promptly any suspicion of bluetongue infection—with-BTV to the Veterinary
Authority.

An effective surveillance system will periodically identify suspicious suspected cases that require
follow-up and investigation to confirm or exclude whether the cause of the condition is bluetongue BFV.
The rate at which such suspected cases are likely to occur will differ between epidemiological
situations and cannot therefore be predicted reliably. All suspected cases of bluetongue should be
investigated immediately and samples should be taken and submitted to a /aboratory. This requires
that sampling kits and other equipment be available for those responsible for surveillance;

AND

b) conduct random or targeted serological and virological surveillance appropriate to the status of the
country or zone.

Article 8.3.16.
Surveillance strategies

The target population for surveillance aimed at identification of disease or infection should cover susceptible
domestic ruminants and camelids, and other susceptible herbivores of epidemiological significance within the
country or zone. Active and passive surveillance for bluetongue should be ongoing as epidemiologically
appropriate. Surveillance should be composed of random or targeted approaches using virological, serological
and clinical methods appropriate for the status of the country or zone.

It may be appropriate to focus surveillance in an area adjacent to a border of an infected country or infected zone
for up to 100 kilometres, taking into account relevant ecological or geographical features likely to interrupt the
transmission of BTV or the presence in the bordering infected country or infected zone of a bluetongue
surveillance programme (in accordance with Articles 8.3.14. to 8.3.17.) that supports a lesser distance.

A Member Country should justify the surveillance strategy chosen as being adequate to detect the presence of
infection with BTV in accordance with Chapter 1.4. and the prevailing epidemiological situation. It may, for
example, be appropriate to target clinical surveillance at particular species likely to exhibit clinical signs (e.g.
sheep).

Similarly, virological and serological testing may be targeted to species that rarely show clinical signs (e.g. cattle).

In vaccinated populations, serological and virological surveillance is necessary to detect the BTV types circulating
to ensure that all circulating types are included in the vaccination programme.

If a Member Country wishes to declare freedom from bluetongue infection-with-BTV in a specific zone, the design
of the surveillance strategy should be aimed at the population within the zone.

For random surveys, the design of the sampling strategy should incorporate epidemiologically appropriate design
prevalence. The sample size selected for testing should be large enough to detect evidence of infection if it were
to occur at a predetermined minimum rate. The sample size and expected prevalence determine the level of
confidence in the results of the survey. The Member Country should justify the choice of design prevalence and
confidence level based on the objectives of surveillance and the epidemiological situation, in accordance with
Chapter 1.4. Selection of the design prevalence in particular should be based on the prevailing or historical
epidemiological situation.
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Irrespective of the survey approach selected, the sensitivity and specificity of the diagnostic tests employed are
key factors in the design, sample size determination and interpretation of the results obtained. Ideally, the
sensitivity and specificity of the tests used should be validated for the vaccination and infection history and the
different species in the target population.

Irrespective of the testing system employed, surveillance system design should anticipate the occurrence of false
positive reactions. If the characteristics of the testing system are known, the rate at which these false positives
are likely to occur can be calculated in advance. There should be an effective procedure for following up positive
reactions to ultimately determine with a high level of confidence, whether they are indicative of infection or not.
This should involve both supplementary tests and follow-up investigation to collect diagnostic material from the
original sampling unit as well as those which may be epidemiologically linked to it.

The principles involved in surveillance for disease or infection are technically well defined. The design of
surveillance programmes to prove the absence of infection with, B and transmission of, BTV should be
carefully followed to avoid producing results that are either insufficiently reliable to be accepted by international
trading partners, or excessively costly and logistically complicated.

1. Clinical surveillance

Clinical surveillance aims to detect clinical signs of bluetongue at the flock or herd level, particularly during a
newly introduced infection. In sheep and occasionally goats, clinical signs may include oedema, hyperaemia
of mucosal membranes, coronitis and cyanotic tongue.

Suspected cases of bluetongue detected by clinical surveillance should always be confirmed by laboratory
testing.

2. Serological surveillance

An active programme of surveillance of host populations to detect evidence of BTV transmission of BTV is
essential to establish the bluetongue BTV status in of a country or zone. Serological testing of ruminants is
one of the most effective methods of detecting the presence of BTV. The species tested should reflect the
epidemiology of bluetongue. Cattle are usually the most sensitive indicator species. Management variables
that may influence likelihood of infection, such as the use of insecticides and animal housing, should be
considered.

Samples should be examined for antibodies against BTV. Positive test results can have four possible
causes:

a) natural infection,

b)  vaccination,

c) maternal antibodies,

d) the lack of specificity of the test.

It may be possible to use sera collected for other survey purposes for bluetongue surveillance. However, the
principles of survey design described in these recommendations and the requirements for a statistically valid
survey for the presence of infection with BTV should not be compromised.

The results of random or targeted serological surveys are important in providing reliable evidence that no

infection with BTV is present in a country or zone. It is, therefore, essential that the survey is thoroughly
documented. It is critical to interpret the results in light of the movement history of the animals being sampled.
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Serological surveillance in a free zone should target those areas that are at highest risk of B/ transmission
of BTV, based on the results of previous surveillance and other information. This will usually be towards the
boundaries of the free zone. In view of the epidemiology of bluetongue irfection-with-BTV, either random or
targeted sampling is suitable to select herds or animals for testing.

Serological surveillance in infected zones will identify changes in the boundary of the zone, and can also be
used to identify the BTV types circulating. In view of the epidemiology of bluetongue infection—with-BTVY,
either random or targeted sampling is suitable.

3. \Virological surveillance

Isolation and genetic analysis of BTV from a proportion of infected animals provides information on serotype
and genetic characteristics of the viruses concerned.

Virological surveillance can be conducted:

a) to identify virus transmission in at risk populations,

b) to confirm clinically suspected cases,

c) to follow up positive serological results,

d) to better characterise the genotype of circulating virus in a country or zone.
4. Sentinel animals

Sentinel animals are a form of targeted surveillance with a prospective study design. They are the preferred
strategy for bluetongue surveillance. They comprise groups of unexposed animals that have not been
vaccinated and are managed at fixed locations and sampled regularly to detect new infections with BTV.

The primary purpose of a sentinel animal programme is to detect infections with BTV occurring at a
particular place, for instance sentinel groups may be located on the usual boundaries of infected zones to
detect changes in distribution of BTV. In addition, sentinel animal programmes allow the timing and
dynamics of infections to be observed.

A sentinel animal programme should use animals of known source and history of exposure, control management
variables such as use of insecticides and animal housing (depending on the epidemiology of bluetongue in the area
under consideration), and be flexible in its design in terms of sampling frequency and choice of tests.

Care is necessary in choosing the sites for the sentinel groups. The aim is to maximise the chance of detecting
BTV transmission of BTV at the geographical location for which the sentinel site acts as a sampling point. The
effect of secondary factors that may influence events at each location, such as climate, may also be analysed.
To avoid bias, sentinel groups should comprise animals selected to be of similar age and susceptibility to
infection with BTV. Cattle are the most appropriate sentinels but other domestic ruminant species may be used.
The only feature distinguishing groups of sentinels should be their geographical location.

Sera from sentinel animal programmes should be stored methodically in a serum bank to allow retrospective
studies to be conducted in the event of new serotypes being isolated.

The frequency of sampling will depend on the reason for choosing the sampling site. In endemic areas, virus
isolation will allow monitoring of the serotypes and genotypes of BTV circulating during each time period. The
borders between infected and uninfected areas can be defined by serological detection of infective period.
Monthly sampling intervals are frequently used. Sentinels in declared free zones add to confidence that infection
with BTV is not occurring unobserved. In such cases, sampling prior to and after the possible period of
transmission is sufficient.
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Definitive information on BTV eireulating presence in a country or zone is provided by isolation and
identification of the viruses. If virus isolation is required, sentinels should be sampled at sufficiently frequent
intervals to ensure that samples are collected during the period of viraemia.

EU comment

The EU suggests rewording slightly the first sentence of the paragraph above as follows:

"Definitive information on the presence of BTV in a country or zone |[...]."

5.

Vector surveillance

BTV is transmitted between ruminant hosts by species of Culicoides which vary aeress around the world. It
is therefore important to be able to identify potential vector species accurately although many such species
are closely related and difficult to differentiate with certainty.

Vector surveillance aims to demonstrate the absence of vectors or to determine areas of different levels of
risk and local details of seasonality by determining the various vector species present in an area, their
respective seasonal occurrence, and abundance. Vector surveillance has particular relevance to potential
areas of spread.

Long term surveillance can also be used to assess vector abatement measures or to confirm continued
absence of vectors.

The most effective way of gathering this information should take account of the biology and behavioural
characteristics of the local vector species of Culicoides and may include the use of Onderstepoort-type light
traps or similar, operated from dusk to dawn in locations adjacent to domestic ruminants, or the use of drop
traps over ruminants.

Vector surveillance should be based on scientific sampling techniques. The choice of the number and type
of traps to be used and the frequency of their use should take into account the size and ecological
characteristics of the area to be surveyed.

The operation of vector surveillance sites at the same locations as sentinel animals is advisable.

The use of a vector surveillance system to detect the presence of circulating virus is not recommended as a
routine procedure as the typically low vector infection rates mean that such detections can be rare.

Animal-based surveillance strategies are preferred to detect virus transmission.

Article 8.3.17.

Documentation of BTV—infeetion bluetongue free status

1.

Additional surveillance requirements for Member Countries declaring freedom from bluetongue infection-with
BFRV

In addition to the general requirements described above, a Member Country declaring freedom from
bluetongue irfection-with-BTV for the entire country or a zone should provide evidence for the existence of
an effective surveillance programme. The strategy and design of the surveillance programme will depend on
the prevailing epidemiological circumstances and should be planned and implemented in accordance with
general conditions and methods described in this chapter, to demonstrate absence of infection with BTV
during the preceding 24 months in susceptible domestic ruminant populations. This requires the support of a
laboratory able to undertake identification of infection with BTV through virus detection and antibody tests.
This surveillance should be targeted to unvaccinated animals. Clinical surveillance may be effective in sheep
while serological surveillance is more appropriate in cattle.
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2. Additional requirements for countries or zones that practise vaccination

Vaccination to prevent the transmission of BTV may be part of a disease control programme. The level of
flock or herd immunity required to prevent transmission will depend on the flock or herd size, composition
(e.g. species) and density of the susceptible population. It is therefore impossible to be prescriptive. The
vaccine should also comply with the provisions stipulated for BTV vaccines in the Terrestrial Manual. Based
on the epidemiology of bluetongue irfeetion-with-BTV in the country or zone, it may be decided to vaccinate
only certain species or other subpopulations.

In countries or zones that practise vaccination, virological and serological tests should be carried out to
ensure the absence of virus transmission. These tests should be performed on unvaccinated subpopulations
or on sentinels. The tests should be repeated at appropriate intervals in accordance with the purpose of the
surveillance programme. For example, longer intervals may be adequate to confirm endemicity, while
shorter intervals may allow on-going demonstration of absence of transmission.

—  Text deleted.

OIE Terrestrial Animal Health Standards Commission/August- September 2015



Annex 22

CHAPTER 8.7.

INFECTION WITH EPIZOOTIC HEMORRHAGIC
DISEASE VIRUS

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

Comments are inserted in the text below.

Article 8.7.1.

General provisions

For the purposes of the Terrestrial Code, epizootic hemorrhagic disease (EHD) is defined as an infection of

cervids and bovids with epizootic hemorrhagic disease virus (EHDV) that is transmitted by Culicoides

vectors.

The following defines the occurrence of an infection with EHDV:

1) EHDV has been isolated from a sample from a cervid or bovid; or

2) wiral antigen or wiral ribonucleic acid specific to EHDV has been identified in samples from a cervid or
bovid showing clinical signs consistent with EHD, or epidemiologically linked to a suspected or
confirmed case; or

3) antibodies to structural or nonstructural proteins of EHDV that are not a consequence of vaccination
have been identified in a cervid or bovid that either shows clinical signs consistent with EHD, or is
epidemiologically linked to a suspected or confirmed case.

For the purposes of the Terrestrial Code, the infective period for EHD¥V shall be 60 days.

In the absence of clinical disease in a country or zone, its EHD status should be determined by an ongoing
surveillance programme in accordance with Article 8.7.14.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 8.7.2.

Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require
any EHD-related conditions regardless of the EHD status of the ruminant population of the exporting
country:

1)  milk and milk products;

2) meat and meat products;

3) hides, skins, antlers and hooves;
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4) wool and fibre.

Article 8.7.3.
Country or zone free from EHD
1) Historical freedom as described in Chapter 1.4. does not apply to EHD.
2) A country or a zone may be considered free from EHD when infection with EHDV is notifiable in the

whole country, importation of animals and their semen; or embryos ereeeytes is carried out in
accordance with this chapter and either:

EU comment

For consistency with the amendments proposed for the bluetongue and Rift Valley Fever
chapters, the EU suggests replacing the word "whole'" by the word "entire" in point 2
above.

a) a surveillance programme in accordance with Article 8.7.14. has demonstrated no evidence of
EHDV transmission of EHDV in the country or zone during the past two years; or

b) an ongoing surveillance programme in accordance with Article 8.7.14. and Chapter 4.3. has found
no Culicoides for at least two years in the country or zone.

3) A country or zone free from EHD in which ongoing vector surveillance has found no evidence of
Culicoides will not lose its free status through the introduction of seropositive or infective animals, or

semen; or embryos ereeeytes from countries or zones infected with EHDV.

4) A country or zone free from EHD in which Culicoides are present will not lose its free status through
the introduction of seropositive animals, or semen; or embryos ereeeytes provided that:

a) an ongoing surveillance programme has focused on EHBV transmission of EHDV in domestic
bovids and farmed cervids and has demonstrated no evidence of EHBV transmission in the
country or zone; or

b) the animals, semen; and embryos and-eeecytes were introduced in accordance with this chapter.

Article 8.7.4.

Zone seasonally free from EHD

EU comment

As in the chapter on bluetongue, the EU suggests amending the title and the contents to
Article 8.7.4. to allow also an entire country to be regarded as seasonally free from EHD
(i.e. "Country or zone seasonally free of EHD"). Indeed, depending on the climate, there
could be entire countries in certain regions of the world that could qualify as seasonally
free.

A seasonally free zone is a part of an infected country or an infected zone in which for part of a year,
surveillance demonstrates no evidence either of EHBV transmission_of EHDV or of adult Culicoides.

For the application of Articles 8.7.7., 8.7.9. and 8.7.11., the seasonally free period is taken to commence the

day following the last evidence of EHBV transmission_of EHDV (as demonstrated by the surveillance
programme), and of the cessation of activity of adult Culicoides.

OIE Terrestrial Animal Health Standards Commission/August-September 2015




For the application of Articles 8.7.7., 8.7.9. and 8.7.11., the seasonally free period is taken to conclude
either:

1) atleast 28 days before the earliest date that historical data show vector activity may recommence; or

2) immediately if current climatic data or data from a surveillance programme indicate an earlier
resurgence of activity of adult Culicoides.

A seasonally free zone in which ongoing surveillance has found no evidence that Culicoides are present will
not lose its free status through the introduction of vaccinated, seropositive or infective animals, or semen; or
embryos er-eeeytes from countries or zones infected with EHDV.

Article 8.7.5.

Country or zone infected with EHDV

For the purposes of this chapter, a country or zone infected with EHDY is one that does not fulfil the
requirements to qualify as either a country or zone free from EHD or a zone seasonally free from EHD.

EU comment

The article above should be changed in the line with the suggested changes to Article
8.7.4., as follows:

"[...] to qualify as either a country or zone free or seasonally free from EHD er-azene
seasonalyfree fremEHD".

Further follow-up changes would seem necessary throughout the chapter to reflect that
change, e.g. in the title of Articles 8.7.7., 8.7.9. and 8.7.11.

Article 8.7.6.

Recommendations for importation from countries or zones free from EHD

For bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the animals showed no clinical sign of EHD on the day of shipment;

2) the animals were kept in a country or zone free from EHD since birth or for at least 60 days prior to
shipment; or

3) the animals were kept in a country or zone free from EHD for at least 28 days, then were subjected,
with negative results, to a serological test to detect antibody to the EHDV group and remained in the
free country or zone free-from-EHD until shipment; or

4) the animals were kept in a country or zone free from EHD for at least 14 days, then were subjected,
with negative results, to an agent identification test and remained in the free country or zone free-from
EHDB until shipment; or

5) the animals:

a) were kept in a country or zone free from EHD for at least seven days;
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b) were vaccinated at least 60 days before the introduction into the free country or zone freefrom
EHD against all serotypes demonstrated to be present in the source population through a
surveillance programme as described in Article 8.7.14.;

c) were identified as having been vaccinated;

d) remained in the free country or zone free-frem-EHD until shipment;

AND
6) if the animals were exported from a free zone within an infected country either:
a) did not transit through an infected zone during transportation to the place of shipment; or
b) were protected from attacks from Culicoides at all times when transiting through an infected zone.
Article 8.7.7.

Recommendations for importation from zones seasonally free from EHD

For bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) showed no clinical sign of EHD on the day of shipment;

2) were kept during-the-seasonally-freeperied in a zone seasonally free from EHD during the seasonally
free period since birth or for at least 60 days prior to shipment; or

3) were kept during-the-seasonally-freeperied in a zone seasonally free from EHD during the seasonally
free period for at least 28 days prior to shipment, and were subjected during the residence period in

the zone to a serological test to detect antibodies to the EHDV group with negative results, carried out
at least 28 days after the commencement of the residence period; or

4) were kept during-the-seasonally-free-period in a zone seasonally free from EHD during the seasonally

free period for at least 14 days prior to shipment, and were subjected during the residence period in
the zone to an agent identification test with negative results, carried out at least 14 days after the
commencement of the residence period; or

5) were kept during-the-seasonally-free-peried in a zone seasonally free from EHD during the seasonally

free period and were vaccinated, at least 60 days before the introduction into the free country or
zone, against all serotypes the presence of which in the source population has been demonstrated
through a surveillance programme in accordance with Article 8.7.14. and were identified as having
been vaccinated and remained in the free country or zone free-from-EHD until shipment;

AND
6) either:
a) did not transit through an infected zone during transportation to the place of shipment; or

b) were protected from attacks from Culicoides at all times when transiting through an infected zone;
or

c) were vaccinated in accordance with point 5 above.
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Article 8.7.8.
Recommendations for importation from countries or zones infected with EHDV

For bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that
the animals:

1) showed no clinical sign of EHD on the day of shipment;

2) were protected from attacks from Culicoides in a vector-protected establishment for at least 60 days
prior to shipment and during transportation to the place of shipment; or

3) were protected from attacks from Culicoides in a vector-protected establishment for at least 28 days
prior to shipment and during transportation to the place of shipment, and were subjected during that
period to a serological test to detect antibodies to the EHDV group, with negative results, carried out at
least 28 days after introduction into the vector-protected establishment; or

4) were protected from attacks from Culicoides in a vector-protected establishment for at least 14 days
prior to shipment and during transportation to the place of shipment, and were subjected during that
period to an agent identification test with negative results, carried out at least 14 days after introduction
into the vector-protected establishment; or

5) were demonstrated to have antibodies for at least 60 days prior to dispatch against all serotypes
whose presence has been demonstrated in the source population through a surveillance programme in
accordance with Article 8.7.14.

Article 8.7.9.

Recommendations for importation from countries or zones free or 2zones
seasonally free from EHD

For semen of bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:
a) showed no clinical sign of EHD on the day of collection;

b) were kept in a country or zone free from EHD or in a seasonally free zone during the seasonally
free period for at least 60 days before commencement of, and during, collection of the semen; or

Cc) were subjected to a serological test to detect antibodies to the EHDV group, between 28 and 60
days after the last collection for this consignment, with negative results; or

d) were subjected to an agent identification test on blood samples collected at commencement and
conclusion of, and at least every seven days (virus isolation test) or at least every 28 days (PCR
test) during, semen collection for this consignment, with negative results;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.

Article 8.7.10.

Recommendations for importation from countries or zones infected with EHDV
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For semen of bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:
a) showed no clinical sign of EHD on the day of collection;

b) were kept in a vector-protected establishment for at least 60 days before commencement of, and
during, collection of the semen; or

c) were subjected to a serological test to detect antibodies to the EHDV group, with negative results,
at least every 60 days throughout the collection period and between 28 and 60 days after the final
collection for this consignment; or

d) were subjected to an agent identification test on blood samples collected at commencement and
conclusion of, and at least every seven days (virus isolation test) or at least every 28 days (PCR
test) during, semen collection for this consignment, with negative results;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.

Article 8.7.11.

Recommendations for importation from countries or zones free or 2zones
seasonally free from EHD

For embryos erocoeytes of bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:
a) showed no clinical sign of EHD on the day of collection;

b) were kept in a country or zone free from EHD or in a seasonally free zone during the seasonally
free period for at least the 60 days prior to, and at the time of, collection of the embryos er
eoeytes; or

c) were subjected to a serological test to detect antibodies to the EHDV group, between 28 and 60
days after collection, with negative results; or

d) were subjected to an agent identification test on a blood sample taken on the day of collection,
with negative results;

2) the embryos er-eeeytes were collected, processed and stored in accordance with Chapters 4.7., 4.8.
and 4.9., as relevant.

Article 8.7.12.
Recommendations for importation from countries or zones infected with EHDV

For embryos ereocytes of bovids and cervids

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor females:
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d)

showed no clinical sign of EHD on the day of collection;

were kept in a vector-protected establishment for at least 60 days before commencement of, and
during, collection of the embryos ereeeytes; or

were subjected to a serological test to detect antibodies to the EHDV group, between 28 and 60
days after collection, with negative results; or

were subjected to an agent identification test on a blood sample taken on the day of collection,
with negative results;

the embryos er-oceeytes were collected, processed and stored in accordance with Chapters 4.7., 4.8.
and 4.9., as relevant.

Article 8.7.13.

Protecting animals from Culicoides attacks

1.

Vector-protected establishment or facility

The establishment or facility should be approved by the Veterinary Authority and the means of
protection should at least comprise the following:

a)

appropriate physical barriers at entry and exit points, such as fer-example; double-door entry-exit
system;

openings of the building are vector screened with mesh of appropriate gauge impregnated
regularly with an approved insecticide in accordance with the instructions—of-the manufacturers’
instructions;

vector surveillance and control within and around the building;

measures to limit or eliminate breeding sites for vectors in the vicinity of the establishment or
facility;

standard operating procedures, including description of back-up and alarm systems, for operation
of the establishment or facility and transport of animals to the place of loading.

During transportation

When transporting animals through countries or zones infected with EHDYV, Veterinary Authorities
should require strategies to protect animals from attacks from Culicoides during transport, taking into
account the local ecology of the vector.

a)

Transport by road
Risk management strategies may include:
i)  treating animals with insect repellents prior to and during transportation;

i) loading, transporting and unloading animals at times of low vector activity (i.e. bright
sunshine, low temperature);

iii) ensuring vehicles do not stop en route during dawn or dusk, or overnight, unless the animals
are held behind insect-proof netting;
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iv) darkening the interior of the vehicle, for example by covering the roof or sides of vehicles
with shade cloth;

v) surveillance for vectors at common stopping and unloading points to gain information on
seasonal variations;

vi) using historical information or information from appropriately verified and validated EHD
epidemiological models to identify low risk ports and transport routes.

b) Transport by air

Prior to loading the animals, the crates, containers or jet stalls should be sprayed with an
insecticide approved in the country of dispatch.

Crates, containers or jet stalls in which animals are being transported and the cargo hold of the
aircraft should be sprayed with an approved insecticide when the doors have been closed and
prior to take-off. All possible insect harbourage should be treated. The spray containers should be
retained for inspection on arrival.

In addition, during any stopover in countries or zones not free from EHD, prior to the opening of
any aircraft door and until all doors are closed, netting of appropriate gauge impregnated with an
approved insecticide should be placed over crates, containers or jet stalls.

Article 8.7.14.

Surveillance

This article is complementary to Chapter 1.4. and, for vectors, complementary to Chapter 1.5. and outlines
the principles for surveillance for EHD applicable to Member Countries seeking to determine the EHD status
of a country or a zone.

EHD is a vector-borne infection transmitted by different species of Culicoides in a range of ecosystems.

An important component of the epidemiology of EHD is the capacity of its vector, which provides a measure
of disease risk that incorporates vector competence, abundance, seasonal incidence, biting rates, survival
rates and extrinsic incubation period. However, methods and tools for measuring some of these vector
factors remain to be developed, particularly in a field context. Therefore, surveillance for EHD should focus
on transmission of EHDV in domestic bovids and farmed cervids.

The purpose of surveillance is the detection of transmission of EHDV in a country or zone and not
determination of the status of an individual animal or herd.

The impact and epidemiology of EHD differ widely in different regions of the world and it is not appropriate
to provide specific recommendations for all situations. Member Countries should provide scientific data that
explain the epidemiology of EHD in the country or zone concerned and adapt the surveillance strategies for
defining their status to the local conditions. There is considerable latitude available to Member Countries to
justify their status at an acceptable level of confidence.

Surveillance for EHD should be in the form of a continuing programme.
General provisions on surveillance for arthropod vectors are in Chapter 1.5.
More specific approaches to surveillance for Culicoides transmitted Orbivirus infections are described in

Chapters 8.3. and 12.1. Passive surveillance for clinical cases of EHD in wild cervids can be a useful tool for
detecting disease, based on lesions of haemorrhagic disease combined with appropriate diagnostic tests.
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Annex 23

CHAPTER 8.14.

INFECTION WITH RIFT VALLEY FEVER VIRUS

EU comment

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

Article 8.14.1.

General provisions

1)

2)

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 with RVEV:

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, with intermittent low level 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.

When authorising import or transit of the commodities covered in the chapter, with the exception of those
listed in Article 8.14.2., Veterinary Authorities should require the conditions prescribed in this chapter
relevant to the RVF status of the ruminant population of the exporting country.
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9) Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 8.14.2.
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 8.14.3.

Country or zone free from RVEFV—infeetion

A country or a zone may be considered free from RVFV—infection when the—disease infection with RVFV is
notifiable in the whele entire 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 RVFEV infection with RVFV in ruminants in the country or zone for a
minimum of ten years; and

b)  during that period no indigenous human cases have occurred in the country or zone.

A country or zone free from infection-with RVFM 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 8.14.4.
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 8.14.5.
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 8.14.6.
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;

2) loading, transporting and unloading animals at times of low vector activity;
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Annex 23 (contd)

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 8.14.7.

Recommendations for importation from countries or zones free from RVFV
i nE .

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 RVF\-infeetion 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 8.14.8.

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 mesquite-preef vector-protected quarantine station,
which is located in an area of demonstrated low vector activity. During this period the animals showed
no clinical sign of RVF¥V irfection;

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 8.14.9.

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 vector-protected 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 8.14.10.

Recommendations for importation from countries or zones not free from infeetion
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 8.14.11.

Recommendations for importation of fresh meat and meat products from ruminants
from countries or zones not free from infeetion—with RVFV

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of meat comes from:

1)  ruminants which showed no clinical sign of RVF within 24 hours before slaughter;
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Annex 23 (contd)
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 8.14.12.

Recommendations for importation from countries or zones not free from infeetien
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 8.14.13.
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 8.14.8. and 8.14.9.) 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 8.8.

INFECTION WITH FOOT AND MOUTH DISEASE
VIRUS

EU comment

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

Article 8.8.1.

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
susceptibility, the husbandry system, the density and extent of populations and the contacts between them.
Amongst Camelidae, only Bactrian camels (Camelus bactrianus) are sufficiently susceptible to have potential
for epidemiological significance. Dromedaries (Camelus dromedarius) are not susceptible to infection with
FMDV while South American camelids are not considered to be of epidemiological significance.

For the purposes of the Terrestrial Code, foot and mouth disease (FMD) is defined as an infection of animals of
the suborder ruminantia and of the family suidae of the order Artiodactyla, and Camelus bactrianus with FMDV.

The following defines the occurrence of infection with FMDV:
a) FMDV has been isolated from a sample from an animal listed in point 2); or

b) wiral antigen or wiral ribonucleic acid specific to 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 suspected
or confirmed outbreak of FMD, or giving cause for suspicion of previous association or contact with
FMDV; or

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 suspected or confirmed outbreak of FMD, or giving cause for
suspicion of previous association or contact with FMDV.

Transmission of FMDV in a vaccinated population is demonstrated by change in virological or serological
evidence indicative of recent infection, even in the absence of clinical signs.

For the purposes of the Terrestrial Code, the incubation period of FMD shall be 14 days.

Infection with FMDV can give rise to disease of variable severity and to FMBY transmission of FMDV. FMDV
may persist in the pharynx and associated lymph nodes of ruminants for a variable but limited period of time
beyond 28 days. Such animals have been termed carriers. However, the only persistently infected species
from which transmission of FMDV has been proven is the African buffalo (Syncerus caffer).

This chapter deals not only with the occurrence of clinical signs caused by FMDV, but also with the
presence of infection with, EMBV and transmission of, FMDV in the absence of clinical signs.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 8.8.2.

FMb—£free Ceountry or zone free from FMD where vaccination is not practised

In defining a zone where vaccination is not practised the principles of Chapter 4.3. should be followed.
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Susceptible animals in the EMB-free country or zone free from FMD, where vaccination is not practised should be
protected by the application of biosecurity measures that prevent the entry of FMDV into the free country or zone.

Taking into consideration physical or geographical barriers with any neighbouring infected country or zone, these
measures may include a protection zone.

To qualify for inclusion in the list of EMB—free countries or zones free from FMD, where vaccination is not
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 during the past 12 months, within the proposed EMB free country
or zone:

a) there has been no case of FMD;
b)  no vaccination against FMD has been carried out;
3) supply documented evidence that for the past 12 months:

a) surveillance in accordance with Articles 8.8.40. to 8.8.42. has been implemented to detect clinical signs
of FMD and demonstrate no evidence of:

i) infection with FMDV in unvaccinated animals;

iy EMBV transmission of FMDV in previously vaccinated animals when the FMB free country or
zone where vaccination is practised is seeking to become one where vaccination is not practised;

b) regulatory measures for the prevention and early detection of FMD have been implemented;

4) describe in detail and provide supply documented evidence that for the past 12 months thefoellowing-have
been-properly-implemented-and-supervised:

a) in-the-case-of aFMb-free—zone; the boundaries of the any proposed FMP free zone have been
established and effectively supervised;

b) the boundaries and biosecurity measures of a any protection zoneif-applicable have been established
nd effectivel rvi ;

c) the system for preventing the entry of FMDV into the proposed FMB free country or zone has been

lish nd effectivel rvised;
d) the control of the movement of susceptible animals, their meat and other products into the proposed
EMB free country or zone, in particular the measures described in Articles 8.8.8., 8.8.9. and 8.8.12._has

been effectively implemented and supervised;

e) measures to prevent the introduction of re vaccinated animals has—been—introduced, except in
accordance with Articles 8.8.8. and 8.8.9. have been effectively implemented and supervised.

The Member Country or the proposed free zone will be included in the list of EMB-free countries or zones free
from FMD, where vaccination is not practised only after the submitted evidence, based on the provisions of Article
1.6.6., 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 in accordance with the requirements in Chapter 1.1.

Provided the conditions of points 1) to 4) are fulfilled, the status of a country or zone will not be affected by
applying official emergency vaccination to FMD susceptible animals in zoological collections in the face of a FMD
threat identified by the Veterinary Authorities, provided that the following conditions are met:

—  the zoological collection has the primary purpose of exhibiting animals or preserving rare species, has been
identified, including the boundaries of the facility, and is included in the country's contingency plan for FMD;
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—  appropriate biosecurity measures are in place, including effective separation from other susceptible
domestic populations or wildlife;

- the animals are identified as belonging to the collection and any movements can be traced;
- the vaccine used complies with the standards described in the Terrestrial Manual,

- vaccination is conducted under the supervision of the Veterinary Authority;

—  the zoological collection is placed under surveillance for at least 12 months after vaccination.

In the event of the application for the status of a FMbB-free zone free from FMD where vaccination is not practised
to be assigned to a new zone adjacent to another EMP free zone where—vaceinationis-notpractised, it should be
stated 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 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.

Article 8.8.3.

FMb—free Ceountry or zone free from FMD where vaccination is practised

In defining a zone where vaccination is practised the principles of Chapter 4.3. should be followed.

Susceptible animals in the EMB-free country or zone free from FMD where vaccination is practised should be
protected by the application of biosecurity measures that prevent the entry of FMDV into the free country or zone.
Taking into consideration physical or geographical barriers with any neighbouring infected country or zone, these
measures may include a protection zone.

Based on the epidemiology of FMD in the country, it may be decided to vaccinate only a defined subpopulation
comprised of certain species or other subsets of the total susceptible population.

To qualify for inclusion in the list of FMB-free countries or zones free from FMD where vaccination is practised, a
Member Country should:

1)  have arecord 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
proposed EMBD free country or zone:

a) there has been no case of FMD during the past two years;
b) there has been no evidence of EMBV transmission of FMDV during the past 12 months;
3) supply documented evidence that:

a) surveillance in accordance with Articles 8.8.40. to 8.8.42. has been implemented to detect clinical signs
of FMD and demonstrate no evidence of:

i) infection with FMDV in unvaccinated animals;
i) EMBV transmission of FMDV in vaccinated animals;
b) regulatory measures for the prevention and early detection of FMD have been implemented;

c) compulsory systematic vaccination in the target population has been carried out to achieve adequate
vaccination coverage and population immunity;

d) vaccination has been carried out following appropriate vaccine strain selection;

4) describe in detail and supply provide documented evidence that the—following—have—been—properly
implemented-and-supervised:
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a) incase-of FMbB-free-zone; the boundaries of the proposed FMD free zone have been established and
ffectivel rvi ;

b) the boundaries and hiosecurity measures of any protection zone; if-applicable_have been established
and effectively supervised;

c) the system for preventing the entry of FMDV into the proposed EMDB free country or zone, in particular
the measures described in Articles 8.8.8., 8.8.9. and 8.8.12. has been established and effectively

supervised;

d) the control of the movement of susceptible anlmals and thelr products into the proposed EMB free
country or zone h ively implemen

The Member Country or the proposed free zone will be included in the list of FMB-free countries or zones free
from FMD where vaccination is practised only after the submitted evidence, based on the provisions of Article
1.6.6., 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 in accordance with the requirements in Chapter 1.1.

If a Member Country that meets the requirements of a FMB—free country or zone free from FMD where
vaccination is practised wishes to change its status to FMD-free country or zone free from FMD where vaccination
is not practised, it should notify the OIE in advance of the intended date of cessation of vaccination and apply for
the new status within 24 months of the cessation. The status of this country or zone remains unchanged until
compliance with Article 8.8.2. is approved by the OIE. If the dossier for the new status is not provided within 24
months then the status of the country or zone as being free with vaccination will be suspended. If the country
does not comply with requirements of Article 8.8.2., evidence should be provided within three months that it
complies with Article 8.8.3. Otherwise the status will be withdrawn.

In the event of the application for the status of a FMbB-free zone free from FMD where vaccination is practised to
be assigned to a new zone adjacent to another EMB free zone where-vaceination-is-practised, it should be stated
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 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.

Article 8.8.4.

FMb—free Ceompartment free from FMD

A EMbB-free compartment free from FMD can be established in either a FMB 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 EMB 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 a FMB-free compartment free from FMD should:

1)  have a record of regular and prompt animal disease reporting and, if not EMB free, have an official control
programme and a surveillance system for FMD in place in accordance with Articles 8.8.40. to 8.8.42. that
allows knowledge of the prevalence, distribution and characteristics of FMD in the country or zone;

2) declare for the FMB free compartment that:
a) there has been no case of FMD during the past 12 months;
b)  no evidence of infection with FMDV has been found during the past 12 months;
c) vaccination against FMD is prohibited;
d) no animal vaccinated against FMD within the past 12 months is in the compartment,

e) animals, semen, embryos and animal products may only enter the compartment in accordance with
relevant articles in this chapter;
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f)  documented evidence shows that surveillance in accordance with Articles 8.8.40. to 8.8.42. is in
operation;

g) 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,

b) the biosecurity plan to mitigate the risks identified by the surveillance carried out in accordance with
point 1).

The compartment should be approved by the Veterinary Authority. The first approval should only be granted when
no case of FMD has occurred within a 10 ter-kilometre radius of the compartment during the past three months.

Article 8.8.5.
FMb—infeeted Ceountry or zone infected with FMDV

For the purposes of this chapter, a EMB-infeeted country or zone infected with FMDV is one that does not fulfil the
requirements to qualify as either EMDB free where vaccination is not practised or FMD free where vaccination is
practised.

Article 8.8.6.

Establishment of a containment zone within a FMb—£free country or zone free from
FMD

In the event of limited outbreaks within a FMB-free country or zone previously free from FMD, including within a
protection zone, with or without vaccination, a single containment zone, which includes all outbreaks, 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 as soon as possible to the OIE, in support of the application, documented evidence that:

1) on suspicion, a strict standstill has been imposed on the suspected establishments and in the country or
zone animal movement control has been imposed and effective controls on the movement of other
commodities mentioned in this chapter are in place;

2) on confirmation, an additional standstill of susceptible animals has been imposed in the entire containment
zone and the movement controls described in point 1) have been reinforced;

3) the definitive boundaries of the containment zone have been established after an epidemiological
investigation (trace-back, trace-forward) has demonstrated that the outbreaks are epidemiologically related
and limited in number and geographic distribution;

4) investigations into the likely source of the outbreaks have been carried out;
5) a stamping-out policy, with or without the use of emergency vaccination, has been applied;

6) no new cases have been found in the containment zone within a minimum of two incubation periods as
defined in Article 8.8.1. after the application of a stamping-out policy to the last detected case;

EU comment

The EU notes that in general there seems to be a lack of clarity in the Code provisions
regarding stamping-out policy. Indeed, as explained in previous EU comments, the EU is
of the opinion that the stamping out policy as defined in the glossary encompasses the 3
elements of killing of animals, destruction of carcasses, and cleansing and disinfection of
establishments, and that the stamping-out policy can be considered completed only when
all these 3 elements have been implemented. This would thus apply also to the provision
of point 6 above.
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However, for recovery of free status, Article 8.8.7. below suggests that the waiting period
for recovery of free status starts counting after the disposal of the last animal killed (or
the slaughter of all vaccinated animals, or the last vaccination, depending on the chosen
disease control strategy). Indeed, it is unclear whether "disposal of the last animal
killed" is equivalent to "destruction of carcasses'" in the glossary definition of stamping-
out policy, and whether the stamping out policy needs to be completed (i.e. including
cleansing and disinfection) before the waiting period starts.

Furthermore, these types of provisions are worded differently across the disease specific
chapters of the Code, with e.g. the Avian Influenza and Newcastle disease chapters
referring explicitly to "including disinfection of all affected establishments" in relation to
the waiting period.

Thus, as this seems to be a more horizontal issue, the EU suggests discussing it in the
framework of the work on the new chapter on outbreak management, before reflecting
on possible amendments of specific text in the disease specific chapters. Reference is also
made to the EU comment on the Code Commission work programme.

7) the susceptible domestic and captive wild animal populations within the containment zone are clearly
identified as belonging to the containment zone;

8) surveillance in accordance with Articles 8.8.40. to 8.8.42. is in place in the containment zone and in the rest
of the country or zone;

9) measures that prevent the spread of 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 is suspended while the containment zone is being
established. The free status of these areas may be reinstated irrespective of the provisions of Article 8.8.7., once
the containment zone has been approved by the OIE as complying with points 1) to 9) above. Commodities from
susceptible animals for international trade should be identified as to their origin, either from inside or outside the
containment zone.

In the event of recurrence of infection with FMDV in unvaccinated animals or FMBV transmission of FMDV in
vaccinated animals in the containment zone, the approval of the containment zone is withdrawn and the FMD
status of the whole country or zone is suspended until the relevant requirements of Article 8.8.7. are fulfilled.

The recovery of the EMB free status of the containment zone should be achieved within 12 months of its approval
and follow the provisions of Article 8.8.7.

Article 8.8.7.
Recovery of free status (see Figures 1 and 2)

1) ~ When a FMD case occurs in a EMB-free country or zone free from FMD where vaccination is not practised,
one of the following waiting periods is required to regain this free status:

a) three months after the disposal of the last animal killed where a stamping-out policy, without
emergency vaccination, and surveillance are applied in accordance with Articles 8.8.40. to 8.8.42.; or

b) three months after the disposal of the last animal killed or the slaughter of all vaccinated animals,
whichever occurred last, where a stamping-out policy, emergency vaccination and surveillance in
accordance with Articles 8.8.40. to 8.8.42. are applied; or

c) six months after the disposal of the last animal killed or the last vaccination whichever occurred last,
where a stamping-out policy, emergency vaccination not followed by the slaughtering of all vaccinated
animals, and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied. However, this
requires a serological survey based on the detection of antibodies to nonstructural proteins of FMDV to
demonstrate no evidence of infection in the remaining vaccinated population.
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The country or zone will regain the its free status ef-FMbB-free-country-orzone-where—vaceination-is—not
practised-only after the submitted evidence, based on the provisions of Article 1.6.6., has been accepted by
the OIE.

The time periods in points 1a) to 1c) are not affected if official emergency vaccination of zoological
collections has been carried out following the relevant provisions of Article 8.8.2.

Where a stamping-out policy is not practised, the above waiting periods do not apply, and Article 8.8.2.
applies.

When a EMB case of FMD occurs in a EMB-free country or zone free from FMD where vaccination is not
practised, the following waiting period is required to gain the status of FMD-free country or zone free from
EMD where vaccination is practised: six months after the disposal of the last animal killed where a stamping-
out policy has been applied and a continued vaccination policy has been adopted, provided that surveillance
is applied in accordance with Articles 8.8.40. to 8.8.42., and a serological survey based on the detection of
antibodies to nonstructural proteins of FMDV demonstrates no evidence of EMBV transmission of FMDV.

The country or zone can gain the status of EMB free eeuntry-or=zone from FMD where vaccination is
practised only after the submitted evidence, based on the provisions of Article 1.6.6., has been accepted by
the OIE.

Where a stamping-out policy is not practised, the above waiting periods do not apply, and Article 8.8.3.
applies.

When a case of FMD occurs in a EMB-ree country or zone free from FMD where vaccination is practised,
one of the following waiting periods is required to regain this free status:

a) six months after the disposal of the last animal killed where a stamping-out policy, with emergency
vaccination, and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied, provided that
serological surveillance based on the detection of antibodies to nonstructural proteins of FMDV
demonstrates no evidence of virys transmission of FMDV; or

b) 12 months after the detection of the last case where a stamping-out policy is not applied, but where
emergency vaccination and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied,
provided that serological surveillance based on the detection of antibodies to nonstructural proteins of
FMDV demonstrates no evidence of virgs transmission_of FMDV.

The country or zone will regain its free status only after the submitted evidence, based on the provisions of
Article 1.6.6., has been accepted by the OIE.

Whenre emergency vaccination is not applied, the above waiting periods do not apply, and Article 8.8.3.
applies.

When a FMD case occurs in a EMD-free compartment free from FMD, Article 8.8.4. applies.

Member Countries applying for the recovery of status should do so only when the respective requirements
for the recovery of status are met. When a containment zone has been established, the restrictions within
the containment zone should be lifted in accordance with the requirements of this article only when the
disease EMD has been successfully eradicated within the containment zone.

For Member Countries not applying for recovery within 24 months after suspension, the provisions of Article
8.8.2., Article 8.8.3. or Article 8.8.4. apply.

Article 8.8.8.

Direct transfer of FMD susceptible animals from an infected zone for slaughter
in a free zone (whether vaccination is practised or not)

In order not to jeopardise the status of a free zone, FMD susceptible animals should only leave the infected zone
if transported directly to for slaughter in the nearest designated slaughterhouse/abattoir under the following
conditions:
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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;

3) FMD has not occurred within a 10 kilometre radius of the establishment of origin for at least four weeks prior
to movement;

4) the animals sheuld-be are 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 a 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 sheuld-be are subjected to thorough cleansing and disinfection
immediately after use.

The animals should have been subjected to ante- and post-mortem inspection within 24 hours before and after
slaughter with no evidence of FMD, and the meat derived from them treated in accordance with point 2) of Article
8.8.22. or Article 8.8.23. Other products obtained from the animals and any products coming into contact with
them should be treated in accordance with Articles 8.8.31. to 8.8.38. in order to destroy any FMDV potentially
present.

Article 8.8.9.

Direct transfer of FMD susceptible animals from a containment zone for
slaughter in a free zone (whether vaccination is practised or not)

In order not to jeopardise the status of a free zone, FMD susceptible animals should only leave the containment
zone if transported directly te for slaughter in the nearest designated slaughterhouse/abattoir under the following
conditions:

1) the containment zone has been officially established in accordance with the requirements in Article 8.8.6.;

2) the animals sheuld-be are 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 sheuld-be are subjected to thorough cleansing and disinfection
immediately after use.

The animals should have been subjected to ante- and post-mortem inspection within 24 hours before and after
slaughter with no evidence of FMD and the meat derived from them treated in accordance with point 2) of Article
8.8.22. or Article 8.8.23. Other products obtained from the animals and any products coming into contact with
them should be treated in accordance with Articles 8.8.31. to 8.8.38. in order to destroy any FMDV potentially
present.

Article 8.8.10.

Recommendations for importation from FMDb—free countries or zones free from FMD
where vaccination is not practised or FMb—free compartments free from FMD

For FMD susceptible animals

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;
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2) were kept since birth or for at least the past three months in a EFMB-free country or zone free from FMD
where vaccination is not practised or a FMB-free compartment free from FMD;

3) if transiting an infected zone, were not exposed to any source of FMDV during transportation to the place of
shipment.

Article 8.8.11.

Recommendations for importation from FMb—free countries or zones free from FMD
where vaccination is practised

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 a EMB-free country or zone free from FMD
where vaccination is practised;

3) were subjected to a test for FMD with negative results;

4) if transiting an infected zone, were not exposed to any source of FMDV during transportation to the place of
shipment.

Article 8.8.12.

Recommendations for importation from FMD—infected countries or zones infected
with FMDV, where an official control programme exists

For domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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:

a) for 30 days, or since birth if younger than 30 days, if a stamping-out policy is applied to control FMD in
the exporting country or zone, or

b) for three months, or since birth if younger than three months if a stamping-out policy is not applied to
control FMD in the exporting country or zone;

3) FMD has not occurred within the establishment of origin for the relevant period as defined in points 2) a) and
2) b) above;

4) the animals were isolated in an establishment for the 30 days prior to shipment, and all animals in isolation
were subjected to diagnostic virological and serological tests for evidence of FMDV with negative results on
samples collected at least 28 days after the start of isolation period, and that FMD did not occur within a 10
kilometre radius of the establishment during that period, or the establishment is a quarantine station;

5) the animals were not exposed to any source of FMDV during their transportation from the establishment to
the place of shipment.

Article 8.8.13.

Recommendations for importation from FMDb—free countries or zones free from FMD
where vaccination is not practised or FMb—free compartments free from FMD

For fresh semen of domestic ruminants and pigs
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:
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 a EMB-free country or zone free from FMD
where vaccination is not practised or EMB-free compartments free from FMD;

c) were kept in an artificial insemination centre where none of the animals had a history of infection with
FMDV;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.
Article 8.8.14.

Recommendations for importation from FMb—free countries or zones free from FMD
where vaccination is not practised or FMb—free compartments free from 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 males:
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 a EMB-free country or zone free from FMD
where vaccination is not practised or FMB-free compartments free from FMD;

2) the semen was collected, processed and stored in accordance with Chapters 4.5. and 4.6.
Article 8.8.15.

Recommendations for importation from FMb—free countries or zones free from FMD
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 males:
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 a EMB-free country or zone free from FMD
where vaccination is practised;

c) either

i) have been vaccinated at least twice; with the last vaccination not less more than ene six months
i i ior, unless protective immunity has been
demonstrated for more than six months, and not | than one month prior t i

EU comment
For reasons of clarity the EU suggests slightly rewording the above point as follows:

"i) have been vaccinated at least twice with the last vaccination being not more than six
months and not less than one month prior to the collection of semen, unless protective
immunity has been demonstrated for more than six months;".

or
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ii)  were subjected, not less than 21 days after collection of the semen, to tests for antibodies against
FMDV, with negative results;
2) the semen:
a) was collected, processed and stored in accordance with 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 males were kept showed any sign of
FMD.

Article 8.8.16.

Recommendations for importation from FMb—infeeted countries or zones infected
with FMDV

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor males:
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 artificial insemination centre whepe to which no animal had been added in the 30 days
before collection, and within kilometr i within a 10 kilometre radius of which,that FMD has not occurred withina—16
kuemetF&Fadm&eﬁtheam#efaLmsemmaneﬁeemre for in the 30 days before and after collection;

c) either

i) have been vaccinated at least twice; with the last vaccination not less more than ene six months

and—not—more—than—six—months—prior to—collection, unless protective immunity has been
demonstrated for more than six months, and not less than one month prior to collection;

or

i)  were subjected, not less than 21 days after collection of the semen, to tests for antibodies against
FMDV, with negative results;

2) the semen:
a) was collected, processed and stored in accordance with Chapters 4.5. and 4.6.;

b) was subjected, with negative results, to a test for evidence of FMDV if the donor male 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 males were kept showed any sign
of FMD.

Article 8.8.17.

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 accordance with the relevant provisions of Chapters 4.7. and 4.95-as
relevant.

Article 8.8.18.
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Recommendations for importation from FMb—free countries or zones free from FMD
where vaccination is not practised or FMb—free compartments free from FMD

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 a EMB-free country or zone free from FMD
where vaccination is not practised or FMbB-free compartments free from FMD;

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8.8.13., 8.8.14., 8.8.15. or
8.8.16., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in accordance with Chapters 4.8.
and 4.9., as relevant.

Article 8.8.19.

Recommendations for importation from FMb—free countries or zones free from FMD
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 a EMB-free country or zone free from FMD
where vaccination is practised;

c) either

i) have been vaccinated at least twice; with the last vaccination not less more than ene six months
i i , unless protective immunity has been
demonstrated for more than six months, and not less than one month prior to collection;

EU comment
For reasons of clarity the EU suggests slightly rewording the above point as follows:

"i) have been vaccinated at least twice with the last vaccination being not more than six
months and not less than one month prior to the collection of oocytes, unless protective
immunity has been demonstrated for more than six months;".

or

ii)  were subjected, not less than 21 days after collection, to tests for antibodies against FMDV, with
negative results;

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8.8.13., 8.8.14., 8.8.15. or
8.8.16., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in accordance with Chapters 4.8.
and 4.9., as relevant.

Article 8.8.20.
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Recommendations for importation from FMb—free countries or zones free from FMD
where vaccination is not practised or FMb—free compartments free from FMD

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:

1) have been kept in a EMB-free country or zone free from FMD, where vaccination is not practised or FMB
free compartment free from FMD, or which have been imported in accordance with Article 8.8.10., Article
8.8.11. or Article 8.8.12.;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and post-
mortem inspections with favourable results.

Article 8.8.21.

Recommendations for importation from FMDb—free countries or zones free from FMD
where vaccination is practised

For fresh meat and meat products of ruminants and pigs

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 EMB-free country or zone free from FMD where vaccination is practised, or which
have been imported in accordance with Article 8.8.10., Article 8.8.11. or Article 8.8.12.;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and post-
mortem inspections forFMB with favourable results;

3) for ruminants the head, including the pharynx, tongue and associated lymph nodes, has been excluded from
the shipment.

Article 8.8.22.

Recommendations for importation from FMb—infeeted countries or zones infected
with FMDV, where an official control programme 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 where
cattle and water buffaloes are regularly vaccinated against FMD and where an official control
programme is in operation;

b) have been vaccinated at least twice with the last vaccination not more than six months, unless
protective immunity has been demonstrated for more than six months, and not less than one month
prior to slaughter;

c) were kept for the past 30 days in a_quarantine station or in an establishment, within a 10 kilometre
radius of which and-that FMD has not occurred within-a—10-kilometreradius-of the-establishment during

that period;-orthe-establishmentis-a-quarantine-station;

d) 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 or quarantine station to the approved
slaughterhouse/abattoir without coming into contact with other animals which do not fulfil the required
conditions for export;
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e) 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;

f)  have been subjected, with favourable results, to ante mortem inspection W|th|n 24 hours of slauahter
and to post-mortem inspections wi

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 greater than + 2°C for a
minimum period of 24 hours following slaughter and in which the pH value was less than 6.0 when
tested in the middle of both the longissimus dorsi muscle.

Article 8.8.23.

Recommendations for importation from FMb—infeeted countries or zones infected
with FMDV

For meat products of FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the entire consignment of meat products come from animals which have been slaughtered in an approved
slaughterhouse/abattoir and have been subjected to ante- and post-mortem inspections ferFMB with
favourable results;

2) the meat products have been processed to ensure the destruction of FMDV in accordance with one of the
procedures in Article 8.8.31.;

3) the necessary precautions were taken after processing to avoid contact of the meat products with any
potential source of FMDV.

Article 8.8.24.
Recommendations for importation from FMb—free countries or zones free from FMD

where whether vaccination either is practised or is not praetised or FMDb—free
compartments free from FMD

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 cetrtificate attesting that these
products come from animals which have been kept in a FMB-ree country, zone or compartment free from FMD,
or which have been imported in accordance with Article 8.8.10., Article 8.8.11. or Article 8.8.12.

Article 8.8.25.

Recommendations for importation from FMD—infeeted countries or zones infected
with FMDV, where an official control programme exists

For milk and milk products

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) these products:

a) originate from establishments which were not infected or suspected of being infected with FMD at the
time of milk collection;
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b) have been processed to ensure the destruction of FMDV in accordance with one of the procedures in
Article 8.8.35. and in Article 8.8.36.;

2) the necessary precautions were taken after processing to avoid contact of the products with any potential
source of FMDV.

Article 8.8.26.

Recommendations for importation from FMb—infeeted countries infected with FMDV

For blood-meal and meat-meals from FMD susceptible animals

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 8.8.27.

Recommendations for importation from FMb—infeeted countries infected with FMDV

For wool, hair, bristles, raw hides and skins from FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) these products have been processed to ensure the destruction of FMDV in accordance with one of the
procedures in Articles 8.8.32., 8.8.33. and 8.8.34 ;

2) the necessary precautions were taken after collection or processing to avoid contact of the products with any
potential source of FMDV.

Veterinary Authorities 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 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 8.8.28.

Recommendations for importation from FMb—infeeted countries infected with FMDV

For straw and forage

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
commodities:

1) are free of grossly identified 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:

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 ter 10 minutes,

Annex 24 (contd)

b) orto the action of formalin fumes (formaldehyde gas) produced by its commercial solution at 35-40% 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 four months before being released for export.
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Article 8.8.29.

Recommendations for importation from FMD—£free countries or zones free from FMD
where whether vaccination either is practised or is not praetised

For skins and trophies derived from FMD susceptible wildlife

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products are derived from animals that have been killed in sueh a country or zone free from FMD or which have
been imported from a country, zone or compartment free from FMD.

Article 8.8.30.

Recommendations for importation from FMD—infeeted countries or zones infected
with FMDV

For skins and trophies derived from FMD susceptible wildlife

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products have been processed to ensure the destruction of FMDV in accordance with the procedures in Article
8.8.37.

Article 8.8.31.

Procedures for the inactivation of FMDV in meat and meat products
For the inactivation of FMDV present in meat and meat products, one of the following procedures should be used:

1.  Canning

Meat and meat products 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 FMDV.

2. Thorough cooking

Meat, previously deboned and defatted, and meat products are subjected to a heat treatment that results in
a core temperature of at least 70°C for a minimum of 30 minutes.

After cooking, they should be packed and handled in such a way they are not exposed to a source of FMDV.

3. Drying after salting

When rigor mortis is complete, the meat is deboned, treated with salt (NaCl) and 'completely dried’. It should
not deteriorate at ambient temperature.

‘Completely dried' is defined as a moisture protein ratio that is not greater than 2.25:1 or a water activity
(Aw) that is not greater than 0.85.

Article 8.8.32.
Procedures for the inactivation of FMDV in wool and hair
For the inactivation of FMDV present in wool and hair for industrial use, one of the following procedures should be used:

1)  for wooal, industrial washing, which consists of the immersion ef-the-weel in a series of baths of water, soap
and sodium hydroxide (sedaNaOH) or potassium hydroxide (petashKOH);

2) chemical depilation by means of slaked lime or sodium sulphide;
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3) fumigation with formaldehyde in a hermetically sealed chamber for at least 24 hours;

4)  for wool, industrial scouring which consists of the immersion efweel in a water-soluble detergent held at 60-70°C;

5) for wool, storage efweel at 4°C for four months, 18°C for four weeks or 37°C for eight days.
Article 8.8.33.
Procedures for the inactivation of FMDV in bristles

For the inactivation of FMDV present in bristles for industrial use, one of the following procedures should be used:

1)  boiling for at least one hour; or

2) immersion for at least 24 hours in a 1% aqueous solution of formaldehyde.
Article 8.8.34.
Procedures for the inactivation of FMDV in raw hides and skins

For the inactivation of FMDV present in raw hides and skins for industrial use, the following procedure should be
used: treatment for at least 28 days with salt (NaCl) containing 2% sodium carbonate (Na2CO3).

Article 8.8.35.
Procedures for the inactivation of FMDV in milk and cream for human consumption

For the inactivation of FMDV present in milk and cream for human consumption, one of the following procedures
should be used:

1) aprocess 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 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, the HTST process applied twice.
Article 8.8.36.
Procedures for the inactivation of FMDV in milk for animal consumption
For the inactivation of FMDV present in milk for animal consumption, one of the following procedures should be used:

1) the HTST process applied twice; or

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; or

3) UHT combined with another physical treatment referred to in point 2) above.

Annex 24 (contd)

Article 8.8.37.

Procedures for the inactivation of FMDV in skins and trophies from susceptible
wildlife suseceptible—+to—thedisease

For the inactivation of FMDV present in skins and trophies from susceptible wildlife witd-arimals-susceptible-te

EMBD, 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; or
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2) gamma irradiation at a dose of at least 20 kiloGray at room temperature (20°C or higher); or

3) soaking, with agitation, in a 4% (weight/volume) solution of sodium carbonate (Na,CO3) maintained at pH
11.5 or greater for at least 48 hours; or

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 pH less than 3.0 for at least 48 hours; wetting and dressing agents may be added; or

5) in the case of raw hides, treating for at least 28 days with salt (NaCl) containing 2% sodium carbonate
(Na2CO:s).

Article 8.8.38.
Procedures for the inactivation of FMDV in casings of ruminants and pigs

For the inactivation of FMDV present in casings of ruminants and pigs, the following procedures should be used:

treating for at least 30 days either with dry salt (NaCl) or with saturated brine (NaCl, ay< 0.80), or with phosphate

supplemented salt containing 86.5% NaCl, 10.7% Na;HPO4 and 2.8% NasPO. (weight/weight/weight), either dry

or as a saturated brine (aw< 0.80), and kept at a temperature of greater than 12°C during this entire period.
Article 8.8.39.

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 EMB free status. The official control programme should be applicable
to the entire country even if certain measures are directed towards defined subpopulations only.

Member Countries may, on a voluntary basis, apply for endorsement of their official control programme for FMD
when they have implemented measures in accordance with this article.

For a Member Country's official control programme for FMD to be endorsed by the OIE, the Member Country
should:

1) have a record of regular and prompt animal disease reporting in accordance with the requirements in
Chapter 1.1.;

2) submit documented evidence of the capacity of the Veterinary Services to control FMD; one way of
providing this evidence is through the OIE PVS Pathway;

3) submit a detailed plan of the programme to control and eventually eradicate FMD in the country or zone
including:

a) the timeling;
b) the performance indicators for assessing the efficacy of the control measures to be implemented;
c) documentation indicating that the official control programme for FMD is applicable to the entire country;

4) submit a dossier on the epidemiology of FMD in the country describing the following:

a) the general epidemiology in the country highlighting the current knowledge and gaps and the progress
that has been made in controlling FMD;

b) the measures implemented to prevent introduction of infection, the rapid detection of, and response to,
all FMD outbreaks in order to reduce the incidence of FMD outbreaks and to eliminate FMDV
transmission of FMDV 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 EMB-surveillance-is-in-place:
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a) EMD surveillance is in place, taking-inte—account provisions in accordance with Chapter 1.4. and the
provisions on surveillance of this chapter;

b) it has have diagnostic capability and procedures, including regular submission of samples to a
laboratory that carries out diagnosis and further characterisation of strains;

6) where vaccination is practised as a part of the official control programme for FMD, provide:
a) evidence (such as copies of legislation) that vaccination of selected populations is compulsory;
b) detailed information on vaccination campaigns, in particular on:
i)  target populations for vaccination;
ii)  monitoring of vaccination coverage, including serological monitoring of population immunity;

iii) technical specification of the vaccines used, including matching with the circulating FMDV strains,
and description of the licensing procedures in place;

iv) the proposed timeline for the transition to the use of vaccines fully compliant with the standards
and methods described in the Terrestrial Manual;

7) provide an emergency preparedness and response plan to be implemented in case of outbreaks.

The Member Country's official control programme for FMD will be included in the list of programmes endorsed by
the OIE only after the submitted evidence, based on the provisions of Article 1.6.11., has been accepted by the
OIE. Retention on the list requires an annual update on the progress of the official control programme and
information on significant changes concerning the points above. Changes in the epidemiological situation and
other significant events should be reported to the OIE in accordance with the requirements in Chapter 1.1.

The OIE may withdraw the endorsement of the official control programme if there is evidence of:

- non-compliance with the timelines or performance indicators of the programme; or

—  significant problems with the performance of the Veterinary Services; or

— anincrease in the incidence of FMD that cannot be addressed by the programme.

Article 8.8.40.

General principles of surveillance

Articles 8.8.40. to 8.8.42. define the principles and provide a guide for the surveillance of FMD in accordance with
Chapter 1.4. applicable to Member Countries seeking establishment, maintenance or recovery of freedom from
FMD at the country, zone or compartment level or seeking endorsement by the OIE of their official control
programme for FMD, in accordance with Article 8.8.39. Surveillance aimed at identifying disease and FMBV
infection with, or transmission of, FMDV should cover domestic and, where appropriate, wildlife species as
indicated in point 2) of Article 8.8.1.

1. Early detection

A surveillance system in accordance with Chapter 1.4. should be the responsibility of the Veterinary
Authority and should provide an early warning system to report suspected cases throughout the entire
production, marketing and processing chain. A procedure should be in place for the rapid collection and
transport of samples to a laboratory for FMD diagnosis. This requires that sampling kits and other equipment
be available to those responsible for surveillance. Personnel responsible for surveillance should be able to
seek assistance from a team with expertise in FMD diagnosis and control.

2. Demonstration of freedom

The impact and epidemiology of FMD widely differ in different regions of the world and therefore it is
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
should be adapted to the local situation. For example, the approach to demonstrating freedom from FMD
following an outbreak caused by a pig-adapted strain of FMDV should differ significantly from an approach
designed to demonstrate freedom from FMD in a country or zone where African buffaloes (Syncerus caffer)
provide a potential reservoir of infection.
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Surveillance for FMD should be in the form of a continuing programme. Programmes to demonstrate no
evidence of infection with, FMBM and transmission of, FMDV should be carefully designed and implemented
to avoid producing results that are insufficient to be accepted by the OIE or trading partners, or being
excessively costly and logistically complicated.

The strategy and design of the surveillance programme will depend on the historical epidemiological
circumstances including whether ernet vaccination has been used practised or not.

A Member Country wishing to substantiate FMD freedom where vaccination is not practised should
demonstrate no evidence of infection with FMDV.

A Member Country wishing to substantiate FMD freedom where vaccination is practised should demonstrate
that FMDV has not been transmitted in any susceptible populations. Within vaccinated populations,
serological surveys to demonstrate no evidence of EMBV transmission of FMDV should target animals that
are less likely to show vaccine-derived antibodies to nonstructural proteins, such as young animals
vaccinated a limited number of times, or unvaccinated animals. In any unvaccinated subpopulation,
surveillance should demonstrate no evidence of infection with FMDV.

Surveillance strategies employed for establishing and maintaining a compartment should identify the
prevalence, distribution and characteristics of FMD outside the compartment.

OIE endorsed official control programme

Surveillance strategies employed in support of an OIE endorsed official control programme should
demonstrate evidence of the effectiveness of any vaccination used and of the ability to rapidly detect all
FMD outbreaks.

Therefore considerable latitude is available to Member Countries to design and implement surveillance to
establish that the whole territory or part of it is free from EMBV infection with, and transmission of, FMDV
and to understand the epidemiology of FMD as part of the official control programme.

The Member Country should 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, including
the role of wildlife, if appropriate, are identified and managed. This should include provision of scientifically
based supporting data.

Surveillance strategies

The strategy employed to establish the prevalence of infection with FMDV or to substantiate freedom from
EMDBV infection with, or transmission of, FMDV 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 appropriate. Clinical inspection may be targeted at particular 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 EMBV infection with, or transmission of,
EMDV in accordance with Chapter 1.4. and the epidemiological situation.

The design of the sampling strategy should incorporate an epidemiologically appropriate design prevalence.
The sample size selected for testing should be adequate to detect infection or transmission 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 prevailing or historical epidemiological
situation, in accordance with Chapter 1.4.

Follow-up of suspected cases and interpretation of results

An effective surveillance system will identify suspected cases that require immediate follow-up and
investigation to confirm or exclude that the cause of the condition is FMDV. Samples should be taken and
submitted for diagnostic testing, unless the suspected case can be confirmed or ruled out by epidemiological
and clinical investigation. Details of the occurrence of suspected cases and how they were 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.

The 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 obtained. The
sensitivity and specificity of the tests used should be validated for the vaccination or infection history and
production class of animals in the target population.
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The surveillance 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 determine with a high level of
confidence, whether or not they are indicative of infection or transmission. This should involve
supplementary tests and follow-up investigation to collect diagnostic material from the original
epidemiological unit and herds which may be epidemiologically linked to it.

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 transmission includes but is
not limited to:

characterisation of the existing production systems;

- results of clinical surveillance of the suspects and their cohorts;

—  description of number of, and protocol for, vaccinations performed in the area under assessment;
- biosecurity and history of the establishments with reactors;

— identification and traceability of animals and control of their movements;

—  other parameters of regional significance in historic EMBV transmission of FMDV.

6. Demonstration of population immunity

Following routine vaccination, evidence should be provided to demonstrate 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 stratified by
age to take account of the number of vaccinations the animals have received. The interval between last
vaccination and sampling depends upon the intended purpose. Sampling at one or two months after vaccination
provides information on the efficiency of the vaccination programme, while sampling before or at the time of
revaccination provides information on the duration of immunity. When multivalent vaccines are used, tests should
be carried out to determine the antibody level at least for each serotype, if not for each antigen blended into the
vaccine. The test cut-off for an acceptable level of antibody should be selected with reference to protective levels
demonstrated by vaccine-challenge test results for the antigen concerned. Where the threat from circulating virus
has been characterised as resulting from a field virus with significantly different antigenic properties from the
vaccine virus, this should be taken into account when interpreting the protective effect of population immunity.
Figures for population immunity should be quoted with reference to the total of susceptible animals in a given
subpopulation and in relation to the subset of vaccinated animals.

The entire investigative process should be documented within the surveillance programme.
All the epidemiological information should be substantiated, and the results should be collated in the final report.

Article 8.8.41.

Methods of surveillance

1. Clinical surveillance

Farmers and workers who have day-to-day contact with livestock, as well as veterinary para-professionals,
veterinarians and diagnosticians, should report promptly any suspicion of FMD. The Veterinary Services
Autherity should implement programmes to raise awareness among them.

Clinical surveillance requires the physical examination of susceptible animals. Although significant emphasis
is placed on the diagnostic value of mass serological screening, surveillance based on clinical inspection
may provide a high level of confidence of detection of disease if a sufficient number of clinically susceptible
animals is examined at an appropriate frequency and investigations are recorded and quantified.

Clinical examination and diagnostic testing should be applied to clarify the status of suspected cases.
Diagnostic testing may confirm clinical suspicion, while clinical surveillance may contribute to confirmation of
positive laboratory test results. Clinical surveillance may be insufficient in wildlife and domestic species that
usually do not show clinical signs or husbandry systems that do not permit sufficient observations. In such
situations, serological surveillance should be used. Hunting, capture and non-invasive sampling and
observation methods can be used to obtain information and diagnostic samples from wildlife species.
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2. \Virological surveillance

Establishment of the molecular, antigenic and other biological characteristics of the causative virus, as well
as its source, is mostly dependent upon clinical surveillance to provide samples. FMDV isolates should be
sent regularly to an OIE Reference Laboratory.

Virological surveillance aims to:

a) confirm clinically suspected cases;

b) follow up positive serological results;

c) characterise isolates for epidemiological studies and vaccine matching;
d) monitor populations at risk for the presence and transmission of the virus.

3.  Serological surveillance

Serological surveillance aims to detect antibodies resulting from infection or vaccination using nonstructural
protein tests or structural protein tests.

Serological surveillance may be used to:

a) estimate the prevalence or substantiate freedom from EMBV infection with, or transmission of, FMDV;

b)  monitor population immunity.

Serum collected for other purposes can be used for FMD surveillance, provided the principles of survey
design described in this chapter are met.

The results of random or targeted serological surveys are important in providing reliable evidence of the
FMD situation in a country, zone or compartment. It is therefore essential that the survey be thoroughly
documented.

Article 8.8.42.
The use and interpretation of serological tests (see Figure 3)

The selection and interpretation of serological tests should be considered in the context of the epidemiological
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 performance characteristics should also be known.

Animals infected with FMDV produce antibodies to both the structural proteins and the nonstructural proteins of
the virus. Vaccinated animals produce antibodies mainly or entirely to the structural proteins of the virus
depending upon vaccine purity. The structural protein tests are serotype specific and for optimal sensitivity one
should select an antigen or virus closely related to the field strain expected. In unvaccinated populations,
structural protein tests may be used to screen sera for evidence of EMBV infection with, or transmission of, FMDV
or to detect the introduction of vaccinated animals. In vaccinated populations, structural protein tests may be used
to monitor the serological response to the vaccination.

Nonstructural protein tests may be used to screen sera for evidence of infection or transmission of all serotypes of
FMDV regardless of the vaccination status of the animals provided the vaccines comply with the standards of the
Terrestrial Manual with respect to purity. However, although animals vaccinated and subsequently infected with
FMDV develop antibodies to nonstructural proteins, the levels may be lower than those found in infected animals
that have not been vaccinated. To ensure that all animals that had contact with FMDV have seroconverted, it is
recommended that for each vaccination area samples for nonstructural protein 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.

Positive FMDV antibody test results can have four possible causes:

— infection with FMDV;
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- vaccination against FMD;

- maternal antibodies (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);

- non-specific reactivity of the serum in the tests used.

1. Procedure in case of positive test results

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.

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 results. The diagnostic sensitivity of the confirmatory test should approach that of
the screening test.

All herds with at least one faboratorr-cenfirmed reactor that has been confirmed in a /aboratory should be
investigated. The investigation should examine all evidence, which may include the results of virological

tests and of any further serological tests that might confirm or refute the hypothesis that the positive results
to the serological tests employed in the initial survey were due to EMBY transmission of FMDV. This
investigation should document the status for each positive herd. Epidemiological investigation should be
continued concurrently.

Clustering of seropositive results within herds or within a region should be investigated as it may reflect any
of a series of events, including the demographics of the population sampled, vaccinal exposure or the
presence of infection or transmission. As clustering may signal infection or transmission, the investigation of
all instances should be incorporated in the survey design.

Paired serology can be used to identify FMBV transmission of FMDV by demonstrating an increase in the
number of seropositive animals or an increase in antibody titre at the second sampling.

The investigation should include the reactor animals, susceptible animals of the same epidemiological unit
and susceptible animals that have been in contact or otherwise epidemiologically associated with the reactor
animals. The animals sampled should remain in the establishment pending test results, should be clearly
identified, accessible and should not be vaccinated during the investigations, so that they can be retested
after an appropriate period of time. Following clinical examination, a second sample should be taken, after
an appropriate time has lapsed, from the animals tested in the initial survey with emphasis on animals in
direct contact with the reactors. If the animals are not individually identified, a new serological survey should
be carried out in the establishments after an appropriate time, repeating the application of the primary survey
design. If FMDV is not circulating, the magnitude and prevalence of antibody reactivity observed should not
differ in a statistically significant manner from that of the primary sample.

In some circumstances, unvaccinated sentinel animals may also be used. These can be young animals from
unvaccinated dams or animals in which maternally conferred immunity has lapsed and preferably of the
same species as in the positive sampling units. If other susceptible, unvaccinated animals are present, they
could act as sentinels to provide additional serological evidence. The sentinels should be kept in close
contact with the animals of the epidemiological unit under investigation for at least two incubation periods
and should remain serologically negative if FMDV is not circulating.

2. Follow-up of field and laboratory findings

If transmission is demonstrated, an outbreak is declared.

It is difficult to determine Fhe significance of small numbers of seropositive animals in the absence of current
FMDV transmission is-difficult-to-determine. Such findings may be an indication of past infection followed by
recovery or by the development of a carrier state, in ruminants, or due to non-specific serological reactions.
Antibodies to nonstructural proteins may be induced by repeated vaccination with vaccines that do not
comply with the requirements for purity. However, the use of such vaccines is not permissible in countries or
zones applying for an official status. In the absence of evidence of EMBV infection with, and transmission of,
EMDV, such findings do not warrant the declaration of a new outbreak and the follow-up investigations may
be considered complete.

However, if the number of seropositive animals is greater than the number of false positive results expected
from the specificity of the diagnostic tests used, susceptible animals that have been in contact or otherwise
epidemiologically associated with the reactor animals should be investigated further.
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Abbreviations and acronyms:

ELISA || Enzyme-linked immunosorbent assay

VNT || Virus neutralisation test

NSP Nonstructural protein(s) of foot and mouth disease virus (FMDV)
3ABC || NSP antibody test

SP Structural protein of foot and mouth disease virus
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Annex 24 (contd)

Fig. 1. Schematic representation of the minimum waiting periods and pathways for recovery of EMB free status
after an outbreak of FMD in a previously free country or zone where vaccination is not practised
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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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Annex 24 (contd)

Fig. 2. Schematic representation of the minimum waiting periods and pathways for recovery of EMB free status
after an outbreak of FMD in a previously free country or zone where vaccination is practised
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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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Annex 24 (contd)

Fig. 3. Schematic representation of laboratory tests for determining evidence of infection with FMDV by means of
serological surveys
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Annex 25

DRAFT CHAPTER 8.X.

INFECTION WITH MYCOBACTERIUM
TUBERCULOSIS COMPLEX

EU comment
The EU in general supports this new merged chapter.

Comments are inserted in the text below.

Article 8.X.1.
General provisions

The recommendations in this chapter are intended to manage the human and animal health risks associated with
infection of animals with a member of the Mycobacterium tuberculosis (M. tuberculosis) complex.

For the purposes of this chapter, M. tuberculosis complex comprises M. bovis, M. caprae and M. tuberculosis, but
excludes vaccine strains.

EU comment

In the paragraph above, the EU suggests replacing the words "this chapter" by the
words ""the Terrestrial Code". Indeed, the definition of M. tuberculosis complex should
apply for the purposes of the entire Code, i.e. including for notification obligations.
Furthermore, once this merged chapter is adopted, the relevant entry on the list of
diseases should be changed to "Infection with Mycobacterium tuberculosis complex" (see
also EU comments on Annex 7.

Many different domestic and wild animal species belonging to diverse mammalian taxa are known to be
susceptible to infection with M. tuberculosis complex. Their epidemiological significance depends on the degree of
susceptibility, the husbandry system, the density, spatial distribution and ecology of populations as well as the
pathogenesis and transmission pathways. In some geographical regions, certain wild animal species can act as
reservoirs.

For the purposes of this chapter, ‘animals’ means domestic and captive wild animal populations of the following
categories:

1) Bovids: this term means cattle (Bos taurus, B. indicus, B. frontalis, B. javanicus and B. grunniens), water
buffalo (Bubalus bubalis), and bison (Bison bison and B. bonasus).

2) Cervids: this term means red deer (Cervus elaphus elaphus), wapiti/elk (C. elaphus canadensis), sika
(C. nippon), samba (C. unicolor unicolor), rusa (C. timorensis), roe deer (Capreolus capreolus), fallow deer
(Dama dama), white-tailed, black-tailed and mule deer (Odocoileus spp) and reindeer/caribou (Rangifer
tarandus).

3) Goats (Capra hircus).

4)  New World Camelids (under study).

The chapter deals not only with the occurrence of clinical signs caused by infection with M. tuberculosis complex,
but also with the presence of infection with M. tuberculosis complex in the absence of clinical signs.

For the purposes of the Terrestrial Code, the following defines the occurrence of infection with M. tuberculosis
complex:
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— A member of M. tuberculosis complex has been identified in a sample from an animal or a product derived
from that animal;

OR

- positive results to a diagnostic test have been obtained and there is an epidemiological link to a case of
infection with M. tuberculosis complex or there is other reason to suspect infection with M. tuberculosis
complex.

When authorising import or transit of commodities listed in this chapter, with the exception of those listed in Article

8.X.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the M.

tuberculosis complex infection status of the animal population of the country, zone or herd of origin.

Standards for diagnostic tests are described in the Terrestrial Manual.

EU comment

The EU understands that Chapter 2.4.7. on bovine tuberculosis of the Terrestrial
Manual is currently in the process of being updated. Care should be taken to ensure
consistency between the revised Code and Manual chapters, and they should preferably
be adopted at the same time.

Article 8.X.2.
Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any M.
tuberculosis complex-related conditions, regardless of the M. tuberculosis complex infection status of the animal
populations of the country, zone or herd of origin:

1) fresh meat and meat products originating from animals that have been subjected to ante- and post-mortem
inspection as described in Chapter 6.2.;

2) cured hides, skins and trophies;
3) gelatine, collagen, tallow and meat-and-bone meal.
Article 8.X.3.

Country or zone historically free from infection with M. tuberculosis complex in
specified animal categories

A country or zone may be considered historically free from infection with M. tuberculosis complex in specified
animal categories when the conditions of point 1a) of Article 1.4.6 have been met for the relevant animal
categories.

Article 8.X.4.
Country or zone free from infection with M. tuberculosis complex in bovids

1)  To qualify as free from infection with M. tuberculosis complex in bovids, a country or zone should satisfy the
following requirements:

a) infection in animals is a notifiable disease in the entire country;

b) regular testing of all herds has been in place for at least three years and for the past three years this
testing has demonstrated that infection with M. tuberculosis complex was not present in at least 99.8 %
of the herds representing at least 99.9 % of the bovids in the country or zone;

c) a surveillance programme is in place to detect infection with M. tuberculosis complex in the country or
zone through ante- and post-mortem inspection as described in Chapter 6.2.;
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d) regulatory measures have been implemented for the early detection of infection with M. tuberculosis
complex in bovids;

e) bovids and their germplasm introduced into the country or zone comply with the recommendations in
Articles 8.X.7., 8.X.10. and 8.X.12.;

To maintain the status as free from infection with M. tuberculosis complex in bovids, a country or zone
should satisfy the following requirements:

a) the requirements in points 1a), 1c), 1d) and 1e) are met;

b) a surveillance programme based on regular testing of bovids is in place in the country or zone to detect
infection with M. tuberculosis complex in accordance with Article 1.4.4.;

c) once the surveillance programme described in point b) has demonstrated that infection with M.
tuberculosis complex has not been present in at least 99.8 % of the herds representing 99.9 % of the
bovids in the country or zone for two consecutive years, surveillance may be maintained through ante-
and post-mortem inspection as described in Chapter 6.2.;

The country or zone status of free from infection with M. tuberculosis complex in bovids is not affected by the
occurrence of infection with M. tuberculosis complex in other animal categories or feral or wild animals
provided that measures have been implemented to prevent transmission of infection with M. tuberculosis
complex to bovids.

Article 8.X.5.

Country or zone free from infection with M. tuberculosis complex in cervids

1)

To qualify as free from infection with M. tuberculosis complex in cervids, a country or zone should satisfy the
following requirements:

a) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;

b) regular testing of all cervid herds has been in place for at least three years and for the past three years
this testing has demonstrated that infection with M. tuberculosis complex was not present in at least
99.8 % of the herds representing at least 99.9 % of the cervids in the country or zone;

c) a surveillance programme is in place to detect infection with M. tuberculosis complex in the country or
zone through ante- and post-mortem inspection as described in Chapter 6.2.;

d) regulatory measures have been implemented for the early detection of infection with M. tuberculosis
complex in cervids;

e) cervids and their germplasm introduced into the country or zone comply with the recommendations in
Articles 8.X.7., 8.X.11. and 8.X.12.

To maintain the status as free from infection with M. tuberculosis complex in cervids, a country or zone
should satisfy the following requirements:

a) the requirements in points 1a), 1c¢), 1d) and 1e) are met;

b) a surveillance programme based on regular testing of cervids is in place in the country or zone to
detect infection with M. tuberculosis complex in accordance with Article 1.4.4;

c) once the surveillance programme described in point b) has demonstrated that infection with M.
tuberculosis complex has not been present in at least 99.8 % of the herds representing 99.9 % of the
cervids in the country or zone for two consecutive years, surveillance may be maintained through ante-
and post-mortem inspection as described in Chapter 6.2;

The country or zone status free from infection with M. tuberculosis complex in cervids is not affected by the
occurrence of infection with M. tuberculosis complex in other animal categories or feral or wild animals
provided that measures have been implemented to prevent transmission of infection with M. tuberculosis
complex to cervids.
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Article 8.X.6.

Herd free from infection with M. tuberculosis complex in bovids or cervids

1)

To qualify as free from infection with M. tuberculosis complex, a herd of bovids or cervids should satisfy the
following requirements:

a)

OR

b)

the herd is in a country or zone free from infection with M. tuberculosis complex in bovids or in cervids
and is certified free by the Veterinary Authority;

the herd meets the following conditions:

i)
i)

ii)

iv)

v)

Vi)

infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;

no evidence of infection with M. tuberculosis complex has been detected in the herd for at least
the past 12 months;

bovids or cervids in the herd have shown no clinical signs of infection with M. tuberculosis
complex or lesions at ante- or post-mortem inspection for at least the past 12 months;

two tests have been performed with negative results at a minimum interval of six months on all
bovids or cervids over six weeks of age present in the herd at the time of testing. The first test
was performed at least six months after the removal of the last case;

bovids or cervids and their germplasm introduced into the herd comply with Articles 8.X.7.,
8.X.10., 8.X.11. and 8.X.12,;

for at least the past 12 months, there has been no evidence of infection with M. tuberculosis
complex in other herds of the same establishments or measures have been implemented to
prevent any transmission of infection with M. tuberculosis complex from these other herds;

to maintain the free status, either:

a)
OR

b)

the requirements in point 1a) are met;

the requirements in point 1b i) to iii), v) and vi) are met and bovids or cervids in the herd:

i)

OR

i)

OR

ii)

OR

showed a negative result to an annual test to ensure the continuing absence of infection with M.
tuberculosis complex;

showed a negative result to a test every two years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 1 % of all herds in the country or zone during the
past two years;

showed a negative result to a test every three years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 0.2 % of all herds in the country or zone during the
past four years;

showed a negative result to a test every four years to ensure the continuing absence of infection
with M. tuberculosis complex if it has been confirmed that the annual percentage of herds infected
with M. tuberculosis complex is not more than 0.1% of all herds in the country or zone during the
past six years;
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Article 8.X.7.
Recommendations for the importation of bovids and cervids for breeding or rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the bovids and cervids:

1)  showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;

2) a) originate from a herd free from infection with M. tuberculosis complex that is in a country or zone free
from infection with M. tuberculosis complex; or

b) originate from a herd free from infection with M. tuberculosis complex and have been tested for
infection with M. tuberculosis complex with negative results within 30 days prior to shipment; or

c) have been isolated for at least 90 days prior to shipment including protection from contact with animal
reservoirs of M. tuberculosis complex and all isolated animals showed negative results to at least two
consecutive tests carried out at a six-month interval, with the second test performed within 30 days
prior to shipment.

EU comment

In point c) above, the EU suggests replacing the words ''90 days" by the words "6
months". Indeed, option c) is far less stringent than options a) and b), and does not offer
sufficient guarantees. The reason why the 2 tests are to be carried out with 6 months
interval is that a long time is necessary before newly infected animals test positive. Thus,
if an animal is infected just before entering the isolation, it would probably not test
positive during an isolation period of merely 90 days, even if that test is performed 6
months after a previous negative test. Therefore, animals should be isolated for at least 6
months prior to shipment, and test negative on the second test performed 6 months after
the first negative test and within 30 days prior to shipment.

Article 8.X.8.

Recommendations for the importation of goats for breeding or rearing

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country;
2) the goats showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;

3) the goats were kept in herds in which no case of infection with M. tuberculosis complex has been detected
for the past three years.

Article 8.X.9.
Recommendations for the importation of bovids and cervids for slaughter

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that bovids and cervids:

1)  showed no clinical signs of infection with M. tuberculosis complex on the day of shipment;
2) a) originate from a country, zone or herd free from infection with M. tuberculosis complex; or

b) are not being culled as part of an eradication programme against infection with M. tuberculosis
complex and were tested for infection with M. tuberculosis complex with negative results within 30 days prior to
shipment.

Article 8.X.10.
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Recommendations for the importation of semen of bovids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor males showed no clinical signs of infection with M. tuberculosis complex on the day of collection of
the semen;

2) the donor males either;
a) were kept in an artificial insemination centre complying with the provisions of Chapter 4.5.; or

b) were kept in a herd free from infection with M. tuberculosis complex and showed negative results to
tests carried out annually 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. t0 4.6.7 ;

Article 8.X.11.
Recommendations for the importation of semen of cervids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor males showed no clinical signs of infection with M. tuberculosis complex on the day of collection of
the semen;

2) the donor males either;

a) were kept in a herd free from infection with M. tuberculosis complex in a country or zone free from
infection with M. tuberculosis complex and which only accepts cervids from free herds in a free country,
or zone; or

b) were kept in a herd free from infection with M. tuberculosis complex and showed negative results to
tests carried out annually 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. t0 4.6.7.

Article 8.X.12.
Recommendations for the importation of embryos of bovids and cervids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1)  the donor females either;
a) originated from a herd free from infection with M. tuberculosis complex in a country or zone free from

infection with M. tuberculosis complex; or

b) were kept in a herd free from infection with M. tuberculosis complex, and were subjected to a test for
infection with M. tuberculosis complex with negative results during an isolation period of 30 days in the
establishment of origin prior to collection;

EU comment

Since this article does not differentiate between in vivo derived and in vitro produced
embryos, the EU suggests including a requirement for semen used to fertilise oocytes, as
follows:

"1bis) fertilisation was achieved with semen meeting the conditions referred to in
Articles 8.X.10. or 8.X.11.".

2) the embryos were collected, processed and stored in accordance with the relevant provisions of Chapters
4.7.t04.9.
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Article 8.X.13.
Recommendations for the importation of milk and milk products of bovids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the milk or milk products:

1)  have been derived from bovids in a herd free from infection with M. tuberculosis complex; or

2) were subjected to pasteurisation or any combination of control measures with equivalent performance as
described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

Article 8.X.14.
Recommendations for the importation of milk and milk products of goats

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) infection with M. tuberculosis complex in animals is a notifiable disease in the entire country and the milk or
milk products have been derived from goats kept in herds in which no case of infection with M. tuberculosis
complex has been detected for the past three years;

OR

2)  the milk or milk products were subjected to pasteurisation or any combination of control measures with equivalent
performance as described in the Codex Alimentarius Code of Hygienic Practice for Milk and Milk Products.

—  Text deleted.
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Annex 26

CHAPTER 12.10.

INFECTION WITH BURKHOLDERIA MALLEI
(GLANDERS)

EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter.
However, important comments are inserted in the text below.

Article 12.10.1.

General provisions

- E re the major h reservoirs of glan Ithough
sScientific data are not available fer on the gggurrgngg of infection in zebras Camelids and various carnivores
including bears, canids and felids can also be infected but play no significant epidemielogical role in_the

epidemiology of the disease. Glanders is a significant and potentially fatal zoonotic disease-with-fatal-outcomeif
nottreated-ina-timely-manner.

For the purposes of the Terrestrial Code, glanders is defined as an infection of equids with Burkholderia mallei in
an-equid with or without the presence of clinical signs.

The following defines the occurrence of ar 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 infection with B. mallei infeetion

EU comment

The EU reiterates its previous comment regarding the reference to historical freedom
according to Article 1.4.6. Indeed, such a reference is included in many disease specific
chapters, e.g. the new draft chapter 8.X. on infection with M. tuberculosis complex or the
draft revised chapter on ASF. There is no reason for not including such a reference also
for a disease like glanders; this would be important for consistency across disease
specific Code chapters and would be of practical help for the users of the Code.

OIE Terrestrial Animal Health Standards Commission/August- September 2015



http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_code_terrestre
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_animal
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_foyer_de_maladie
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_animal
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_foyer_de_maladie
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_code_terrestre
http://www.oie.int/index.php?id=169&L=0&htmfile=glossaire.htm#terme_manuel_terrestre

A country or a zone may be considered free from infection with B. mallei when:

1) glanders is has been a notifiable disease in the entire country for at least the past three years;
2) either:

a) there has been no case eutbreak-and-no-evidenee of infection with B. mallei in-equids during the past
three years following the destruction-of the last case;-or

des#uehen@f—ﬂ%e—last—ease—%d—ther&rs a survelllance programme in-place-demoenstrating-the-absenee
efinfeetion in accordance with Article 12.10.8. has demonstrated no evidence of infection with B. mallei
in the past 12 months;

and

EU comment

The EU does not agree with increasing the duration of active surveillance to 12 months
in point 2 above. Indeed, as the requirements are now cumulative, which the EU fully
supports, i.e. no case during the past 3 years via passive surveillance including a final
period of active surveillance before consideration of freedom, 6 months seems sufficient
for that latter period. One has to keep in mind that 6 months is already the maximum
incubation period; in many cases it would be much shorter. Furthermore, it is the
quality of the active surveillance that matters more than the time period during which it
is conducted. In addition, according to Article 12.10.3. below, recovery of free status
would be possible after 6 months of active surveillance, i.e. 6 months after a confirmed
case, whereas by contrast in the case of freedom recognition (Article 12.10.2.) there is
the additional guarantee of the 3 year period without a case. Therefore, when put into
perspective, 3 years including 6 months would be sufficient for freedom recognition.

The EU notes with appreciation that language referring to "following the destruction of
the last case' has been removed from Article 12.10.2.

Finally, the EU suggests revising the numbering of this article. Indeed, as the points a)
and b) of point 2 are no longer separated by "either" and "or", point 2a) could become
point 2 and 2b) could become point 3 etc.

3) imports of equids and their germplasm into the country or zone are carried out in accordance with this chapter.

Article 12.10.3.

Recovery of free status

When a case is detected in a previously free country or zone, freedom from infection with B. mallei can be
regained after the following:

1) a standstill of movements of equids and their germplasm from establishments affected infected or suspected
of being affected infected 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_has been carried out;

3) a stamping-out policy, which includes at least the destruction of all infected equids and cleansing and
disinfection of the affected infected establishments, has been applied;

EU comment

As explained it its previous comments, and despite the recent amendment and the
proposed further simplification of the definition of "stamping-out policy" in the
glossary, the EU would prefer avoiding the term "stamping-out policy' entirely in this
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chapter. Referring to the glossary definition of 'stamping-out policy" by placing that
term in italics would not be correct and would give rise to confusion if the extent of the
first component of that policy (i.e. the killing) would not be required in full. Indeed,
there are significant discrepancies in wording between the proposed text in point 3
above (which for example does not mention killing of suspected or in-contact animals,
nor carcass disposal) and the glossary definition of '"stamping-out policy''. Since that
difference is indeed intended, it would be preferable not to mention the term '"stamping-
out policy" at all. (Even deliberately not putting it in italics would not be an option, as
that would give rise to even greater confusion.)

The EU thus suggests the following wording for point 3 above:
"'3) astamping-out-pelicy;-which-includes the Killing of at least the-destruetion-ef all

infected equids, followed by safe destruction of their carcasses and cleansing and
disinfection of the infected establishments, has been carried out-applied;".

An alternative would be to give 2 options: either use a ""complete' stamping-out policy
as defined in the glossary (i.e. killing also of suspected and in-contact animals, followed
by safe destruction of carcasses and cleansing and disinfection), or Killing "only" (or "at
least') the infected equids followed by safe destruction of carcasses and cleansing and
disinfection (as proposed by the OIE in point 3 above, however without reference to
"'stamping-out policy') plus testing of all remaining equids on the affected and in
contact holdings (twice 30 days apart). (This latter point is currently not explicitly
mentioned in this article).

The EU thus suggests the following alternative wording for point 3 above:
""3) either

a) a stamping-out policy;- which-includes-atleast the-destruction-of-all-infected-equids-and
cleansingand-disinfection-of the-infeeted-establishments; has been applied;

or

b)

i) the Kkilling of at least all infected equids, followed byv safe destruction of their carcasses
and cleansing and disinfection of the infected establishments, has been carried out; and

ii) all remaining equids [or susceptible animals] in the infected establishments, as well as
in ex tablishments, hav n jected to two test ith negative results, on
samples taken 30 days apart;".

(Further option: add references to Chapters 7.6., 4.12. and 4.13. in the above suggested
wording.)

Furthermore, it would be important to clarify how it is determined which animal of a
given holding is to be considered an "infected equid" and thus needs to be killed for
disease control. Indeed, these animals should be identified through surveillance. In
addition, whenever 2 tests with negative results are required (e.g. as suggested by the EU
above, and as specified in Article 12.10.4. point 2b) it should be indicated when the 1%
sample is to be taken. Finally, movement restrictions for equines on affected
establishments should explicitly be required during the testing and 6 months' time
period mentioned in point 4 below. All these details could be included in Article 12.10.8.
on surveillance, which could be expanded considerably.
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4) increased surveillance in accordance with Article 12.10.8. has been carried out and has demonstrated net

detected-any no evidence of infection in the six months after stamping-out and during that period measures
have been in place to control the movement of equids;

EU comment

The EU suggests deleting the word "increased" from point 4 above. Indeed, as the
surveillance is to be carried out in accordance with Art. 12.10.8., the use of the word
increased seems superfluous. It is also noted that such adjective is not used when
referring to Article 12.10.8. in point 2b) of Art. 12.10.2.

Furthermore, the EU suggests avoiding the term "stamping-out" also in point 4 above,
for the reasons explained in the comment above.

When the measures above are not carried out, Article 12.10.2. applies.

Article 12.10.4.

Recommendations for importation of equids from countries or zones free from
infection with B. mallei infeetion

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
equid:

1)  showed no clinical signs of glanders on the day of shipment;

2) either:

a) was kept for six months prior to shipment, or since birth, in a the-experting country or zone free from
infection with B. mallei; or

b) was imported in accordance with Article 12.10.5., kept in an establishment in the exporting country for
at least 30 days and then was subjected to a preseribed test with negative result en-a-sample-taken
i 10 . ; _

Article 12.10.5.

Recommendations for importation of equids from countries or zones eonsidered no
free from infectioned with B. mallei

d

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 12 months prior to shipment;

EU comment

For the same reasons given in the comment above, the EU is of the opinion that six
months would be sufficient also in point 2 above.

Furthermore, the EU suggests replacing the words "an establishment' by the word
"establishments'', as residence of an equid in a single establishment for six months
seems overly burdensome and would be difficult to achieve in practice. Indeed, all
establishments of residence would need to have had no case of glanders for the past 6
months.
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3) was isolated and subjected to two a-preseribed tests, with negative results on a-samples taken during-the
30 days with th n mple taken within 1 prior to shipment.

Article 12.10.6.

Recommendations for the importation of equine semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1) the donor males animals:
a) showed no clinical signs of glanders on the day of collection and-forthefollowing-21-days;

b)  were examined clinically for signs of orchitis, with negative results.were-kept-continuousty:

EU comment

The EU suggests deleting point b) above. From the rationale cited in the introduction of
the Code Commission report, it is understood that orchitis could indeed be regarded as
one of the clinical signs of glanders, which would thus be covered by point a) above.
Furthermore, it can be assumed that semen will not be collected from stallions with
clinical signs of orchitis.

EU comment

The EU does not agree with the deletion of the requirements above. One has to consider
that this article pertains to imports of semen from any country, regardless of its
glanders status. The EU is of the opinion that even if there was no established knowledge
on the passing of B. mallei in semen of infected stallions, there would still be a risk of
contamination of semen via contact with e.g. the foreskin or skin of the stallion that
would need to be mitigated, in particular in countries not considered as glanders free. As
an example, reference is made to well-established international trade requirements for
Contagious Equine Metritis. Therefore, the EU suggests reinstating the 2 options above.

Finally, the EU would be interested in knowing the source of the rationale cited in the
introduction of the Code Commission report.

2) the semen was collected, processed and stored in accordance with the relevant recommendations in
Chapter 4.5. and Articles 4.6.5. t0 4.6.7.

Article 12.10.7.

Recommendations for the importation of in vivo derived equine embryos

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that:

1)  the donor females animals:
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a) showed no clinical signs of glanders on the day of collection and-fer-thefollowing24-days;

EU comment

The EU would be interested in the rationale for deleting the requirements of this article.
Glanders is not mentioned in either of the IETS categories in Chapter 4.7. Therefore,
and for similar reasons as explained in the comment above, the EU requests reinstating
the two options above.

2) the embryos were collected, processed and stored in accordance with the relevant recommendations in
Chapters 4.7. and 4.9..-asrelevant;

3) semen used to fertilise the oocytes complies with the recommendations in Article 12.10.6.

Article 12.10.8.

Surveillance

EU comment

As suggested in the EU comment above, the article below on surveillance should be
expanded considerably.

The purpose of surveillance is to determine the status of a country or a zone with respect to infection with
B. mallei.

rveillan houl rri tin rdance with Chapter 1.4.

Populations of captive wild, feral and wild equids should be included in the surveillance programme, for example

through testing of road kill or of i Il f population control measures.

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, #f so long as a sufficiently large number of clinically susceptible animals is examined.
Laboratory investigations should be conducted on all suspected cases.

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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—  Text deleted.
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Annex 27

CHAPTER 15.1.

INFECTION WITH AFRICAN SWINE FEVER VIRUS

EU comment

The EU thanks the OIE and in general supports the proposed changes to this chapter.
However, important comments are inserted in the text below.

Article 15.1.1.

General provisions

Fhe Suids {the pig-and-its-closerelatives) are the only natural non-arthropod hosts for African swine fever virus
(ASFV). These include all varieties of Sus scrofa (pig), both domestic and wild, and African wild suid species

including warthogs (Phacochoerus spp.), bushpigs (Potamochoerus spp.) and the giant forest hog (Hylochoerus
meinertzhageni).

For the purposes of this chapter, a distinction is made among between; domestic-pigs—{permanently-captive-and

=  wild and feral pigs;

=  African wild sui i

All varieties of Sus scrofa are susceptible to the pathogenic effects of ASFV, while the African wild suids pigs are
not and may act as reservoirs of the virus irfeetion. Ticks of the genus Ornithodoros are natural arthropods hosts
of the virus and act as reservoirs and biological vectors ef-the-infection.

For th r f the Terrestrial African swine fever (ASF) i fin n _infection of suids with ASFV.

The following defines infection with ASFV:
1) ASEV has been isolated from samples from a suid;

EU comment

The EU is of the opinion that it would be appropriate to include in point 2 above an
additional reference to "clinical signs' as an element to confirm a case when observed
together with ""nucleic acid specific to ASFV has been demonstrated". Indeed, with the
current wording, while an epidemiological link is needed in case of nucleic acid detection
(with or without clinical signs), clinical signs and nucleic acid detection alone appear not
sufficient to confirm a case.

The following alternative wording is suggested:

''2) antigen has been identified, or nucleic acid specific to ASFV has been demonstrated
to be present in samples from a suid with clinical signs of ASF or epidemiologically
linked to a suspected or confirmed outbreak of ASF, [...]".
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Qathologlcal IeS|ons consistent W|th ASF! or egldemlologlcaII¥ Ilnked toa susgected or conflrmed outbreak of
ASF, or giving cause for suspicion of previous association or contact with ASFV.

For the purpose of the Terrestrial Code, the incubation period in Sus scrofa is shall be 15 days.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 15.1.2.

General criteria for the bdetermination of the ASF status of a country, zone or
compartment

1) ASF sheould-be is a notifiable disease in the entire whele country, and all suids showing clinical signs

suggestive of ASF are subjected to appropriate field and /aboratory investigations;

2) an ongoing awareness programme is in place to encourage reporting of all eases suids showing signs
suggestive of ASF;

3) the Veterinary Authority has current knowledge of, and authority over, all domestic and captive wild pig
herds in the country, zone or compartment;

4) the Veterinary Authority has current knowledge of abeut the species of wild suids present, their distribution
population-and habitat ef-wild-suids pigs in the country or zone:;

15.1.22. to 15.1.27. is in place; |

EU comment

As Article 15.1.26. concerns surveillance in wildlife only, the EU suggests amending
point 5 above as follows:

"[...] Articles 15.1.22. to 15.1.25. and 15.1.27."

An alternative would be to swap the order of Articles 15.1.26. and 15.1.27. Then, the
reference in point S could be to Articles 15.1.22. to 15.1.26, and reference in point 6
below could be to Article 15.1.27.

6) frw:l n frl| nd for Afri nw:l if ntlnth ntry or zon rveillan rogramm

assessment of the risks of disease spread including the presence of Ornithodoros ticks;

7) based on the assessed risk of spread within the wild and feral pig and African wild suid populations, and
aecordingto in accordance with Article 15.1.26., the domestic and capfive wild pig population should be

seoarated by appropriate measures from the wild and feral pig and African wild suid populations and from
rnith tick

EU comment

The EU suggests adding the words ",if present in the country or zone'" at the end of
point 7 above. Indeed, in some countries or zones, Ornithodorus ticks, or African wild
suids are not present.

Furthermore, to improve syntax and to remain feasible and proportionate as regards
mitigation measures for arthropods the sentence should be amended as follows:
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"[...], the domestic and captive wild pig population should be separated by appropriate
measures from the wild and feral pig, and African wild suid populations and protected
from Ornithodoros ticks attacks, if present in the country or zone."

Finally, the EU in general suggests strengthening the wording in the article above for
better implementation by introducing - in relevant points - a similar wording as used in
the draft revised FMD chapter (reference is made e.g. to Article 8.8.2. Country or zone
free from FMD where vaccination is not practised). Indeed, in relation to the criteria to be
fulfilled for declaration of freedom, the wording "|[...] have been established and
effectively supervised' is used in the draft FMD chapter, and could be inserted also in
the ASF article above, in relation to surveillance and separation of populations (i.e.
points 5, 6 and 7).

Article 15.1.3.

Country or zone free from ASF free—ecountry, zone—or-compartment

1.  Historically free status

A country or zone may be considered historically free from ASF without formally applying a specific
surveillance programme if the provisions of point 1 of Article 1.4.6. are complied with.

2. FEreestatus-asaresultof an-eradicationprogramme

A country or zone which does not meet the conditions of point 1 above er-a-compartment may be considered
free from ASF in domestic and captive wild pigs when:

EU comment

The EU would like to point out that ASF freedom according to point 1 above, i.e. with
reference to point 1 of Article 1.4.6., which includes provisions for wildlife, is different
from the ASF freedom described in point 2 above, which does not include wildlife and is
thus rightly specified by way of the new insertion highlighted in yellow as being related
to domestic and captive wild pigs only. While the EU fully agreed with that distinction, it
would perhaps be clearer if points 1 and 2 above would be divided into separate articles,
following a similar logic of distinction in the Avian Influenza chapter (i.e. between
countries and zones free of Al and countries and zones free of HPAI).

a) there has been no outbreak of ASF jn domestic and or captive wild pigs during the past 12-menths
three years; this period can be reduced to 12 months when there is no evidence of tick involvement in
the epidemiology of the infection;

be) surveillance in accordance with Articles 15.1.22. to 15.1.27. has been in place ir-domestic-and-captive
wild-pigs for the past 12 months;

EU comment

With reference to the EU comment above, the following alternative wording is suggested
for point b) above:

"b) surveillance in accordance with Articles 15.1.22. to 15.1.25. and 15.1.27. has been in
place in domestic and captive wild pigs, and in accordan ith Article 15.1.26. in wil

and feral pigs, and in African wild suids, if present in the country, for the past 12
months."

cd) imported demestic—and-—eaptivewild pigs and pig commodities comply with the requirements of in
Articles 15.1.5. or {0 Artiele 15.1.617.

AND
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Article 15.1.3.bis

Compartment free from ASF

The establishment of an-ASE free compartment free from ASF should follow the relevant requirements of this
chapter and the principles in Chapters 4.3. and 4.4.

Article 15.1.3.ter

Establishment of a containment zone within a country or zone free from ASF

In_the event of limit tbreaks of ASF within ntry or z revi ly free from ASF, including within
protection zone, a containment zone, which includes all ggg reaks, can be established for the purpose of

minimising the impact on the entire country or zone.

EU comment

The EU considers that a cross reference to Article 4.3.1. would be important in the point
above, in order not to lose the spirit of the containment zone. Indeed, the containment
zone is a particular application of the concept of zoning, and not a systematic approach
to zoning; use of containment zones in the context of ASF would indeed not be the only
available disease control option in accordance with that chapter.

Therefore, the EU suggests inserting a reference as follows:

"In the event of limited outbreaks of ASF within a country or zone previously free from
ASF, including within a protection zone, a containment zone, which includes all
outbreaks, ear may be established, as a particular application of the concept of zoning
as laid down in Article 4.3.1., for the purpose of minimising the impact on the entire
country or zone."

In_addition to the requirements for the establishment of a containment zone outlined in point 3 of Article 4.3.3., the
surveillance programme should take into account the presence and potential role of Ornithodoros ticks and of wild

nd feral pi nd African wil i nd any m res in pl to avoid their di rsion.

The fr f the ar tside th ntainment zone i n while th ntainment zone i in

gg;ggllghgg Thg free status of these areas outside the containment zone may be reinstated irrespective of the
isi f Articl 1.4, 1 is cl lished. |

The recovery of the ASE free status of the containment zone should follow the provisions of Article 15.1.4.

Article 15.1.4.
Recovery of free status

Should an ASE outbreak of ASE occur |n a gewouslx free country; or zone er—eempa#tmem thefree its status
may be restored three months after th | of th rovi

EU comment

The EU does not agree with the insertion of the words '"the disposal of"" in the sentence
above. Indeed, as point 1 below refers to stamping-out policy as defined in the glossary,
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which consists of killing of animals, destruction of carcasses and cleaning and
disinfection of establishments, a specific reference to the "disposal of the last case" is
unnecessary and might cause confusion.

In fact, it would be more appropriate in this context to specify that the stamping-out
policy needs to have been completed, as follows:

"[...] may be restored three months after the stamping-out policy has been completed,
provided that:".

1) th#ee—menths—aﬂer—the—last—ease—wheite a stamplng -out po/lcy is has gggn mglgmgntgg practised and-inthe
ion; followed by aecaricide

treatmentand the use of sentlnel plgs in the egtgd establ/shment;s er two anths or

EU comment

The EU is of the opinion that the mandatory use of sentinel pigs for 2 months during the
3 months period necessary to regain free status is disproportionate, as well as too
prescriptive and thus impractical. Indeed, not all infected establishments will restock
after stamping-out, as they may choose to abandon pig keeping altogether, so not all will
have sentinel pigs as quickly as 1 month after the last case. Furthermore, the restocking
strategy may or may not include use of sentinels. In practice, this could lead to the
country or zone not being able to regain freedom, since the provision on sentinel pigs
was not fulfilled. In addition, and in line with previous EU comments, sentinel pigs
would only be appropriate in regions where ticks are suspected to be involved in the
epidemiology. The EU therefore does not agree with the changes to point 1 above, which
should be reverted back to the previous wording, including as regards tick involvement,
or redrafted so as to avoid the problem described above.

2) rveillan

Article 15.1.5.

Recommendations for importation from ASF—free countries, zones or compartments free
from ASF

For domestic an ive wild pigs
Veterinary Authorities should require the presentation of an international veterinary cerfificate attesting that the animals:
1)  showed no clinical sign of ASF on the day of shipment;

2) were kept in an-ASFE{ree-country, zone or compartment free from ASF since birth or for at least the past 40
days three months.

Article 15.1.6.

Recommendations for importation from countries or zones econsidered infeeted with
not free from ASF

EU comment

OIE Terrestrial Animal Health Standards Commission/August- September 2015




The EU is of the opinion that the introduction of the new wording ''not free from"
instead of the classic "infected with" in the title above (and in the titles of other articles
of this chapter) needs to be justified and, if accepted by the World Assembly, be applied
consistently in all disease specific chapters of the Code.

For domestic an tive wild pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the animals:

1)  showed no clinical sign of ASF on the day of shipment;
2) and either:

a) were kept since birth or for the past 40-days three months in an-ASF-free-compartment free from ASF:; or

b) were kept in rantin ion, isol for rior hipment, and wer
virological n rological rform | 21 r entry into th rantin ion

with negative results.

EU comment

Editorial comment: as Article 15.1.7. above (as well as Article 15.1.15.) is being deleted,
the numbering of subsequent articles should be changed accordingly.

Article 15.1.8.

Recommendations for importation from ASF-—free countries, zones or compartments free
from ASF

For semen of domestic an ive wild pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals_males:

a) were kept in an-ASF-free country, zone or compartment free from ASF since birth or for at least 40
days three months prior to collection;

b) showed no clinical sign of ASF on the day of collection of the semen;

2) the semen was collected, processed and stored in eenformity accordance with theprovisions—of Chapters
4.5. and 4.6.

Article 15.1.9.

Recommendations for importation from countries or zones considered infeeted with
not free from ASF
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For semen of domestic an ive wild pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals males:

a) were kept in-an ASF-free establishment compartment free-from-ASE since birth or for at least 40-days three
months prior to collection in an establishment, in which no case of ASF has occurred in the past three years;

EU comment

For consistency with Article 15.1.3. point 2a), the EU suggests inserting the following at
the end of point a) above:

"this period can be reduced to 12 months when there is no evidence of Ornithodorus tick
involvement in the epidemiology of the infection;".

b) showed no clinical sign of ASF on the day of collection of the semen and-forthefollowing-40-30-days;

) Were bjeeted-to ereleg estperformed e day er-collectionwith-ne Ve

EU comment

The EU can agree with the deletion of point ¢) above only for practical reasons. Indeed,
since most porcine semen is used and traded fresh, a test performed 21 days after semen
collection is not practical. However, the EU does not agree with the removal of any
testing requirement for donor males, since semen per se cannot be regarded as a safe
commodity. Indeed, there is scientific uncertainty linked to a lack of studies to exclude
shedding of ASFV via semen. Therefore, a testing regime that is implementable needs to
be in place; this should be a balance between what is practically implementable and
provides a guarantee on the disease status of the animal.

Therefore, an alternative point c) is suggested as follows:

""¢) were subjected to an agent identification test performed within five days prior to the
date of collection of the semen, with negative results;".

2) the semen was collected, processed and stored in eenformity accordance with theprovisions—of Chapters
4.5. and 4.6.

Article 15.1.10.

Recommendations for importation from ASF—free countries, zones or compartments free
from ASF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1)  the donor females;

a) were keptin a country, zone or compartment free from ASF since birth or for at least three months prior

to collection;

b) showed no clinical sign of ASF on the day of collection of the embryos;

2) the embryos were collected, processed and stored in eenfermity accordance with the relevant provisions of
Chapters 4.7. and 4.9.;-asrelevant:

Article 15.1.11.
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Recommendations for importation from countries or zones econsidered infeeted with
not free from ASF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor females:

a) were kept inan-ASF-free compartmentfreefrom-ASE since birth or for at least 40-days three months
prior to collection in an esfablishment, in which no case of ASF has occurred in the past three years ;

EU comment

For consistency with Article 15.1.3. point 2a), the EU suggests inserting the following at
the end of point a) above:

"this period can be reduced to 12 months when there is no evidence of Ornithodorus tick
involvement in the epidemiology of the infection;".

b)  showed no clinical sign of ASF on the day of collection of the embryos and-forthe-following40-30-days;

EU comment

The EU does not agree with the deletion of point c¢) above, which should be reinstated.
Indeed, due to scientific uncertainty as regards transmission of ASFV via embryos,
serological testing should be required for donor females.

2) the embryos were collected, processed and stored in eerformity accordance with the relevant provisions of
Chapters 4.7. and 4.9.;-asrelevant-

Article 15.1.12.

Recommendations for importation from ASF free countries, zones or compartments free
from ASF

For fresh meat of domestic and captive wild pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of fresh meat comes from animals which:

1) have been kept in an-ASE-free country, zone or compartment free from ASF since birth erfer-atleast-the
past40-days; or which have been imported or introduced in accordance with Article 15.1.5. or Article 15.1.6.;

2) have been slaughtered in an approved slaughterhouselabattoir, where they have been subjected with
favourable results to ante- and post-mortem inspections in accordance with Chapter 6.2..—anrd-have-been
: : £ - - £ ASE.

Article 15.1.12.bis

Recommendations for importation from countries or zones considered infeeted with
not free from ASF

For fresh meat of domestic and captive wild pigs

1) the entire consignment of fresh meat comes from animals which have been slaughtered in an approved
laughterh ir, hav n j with favourable resul nte- an -mortem in ion

Jn A A )
case of ASF has occurred in _the ast three vears and samples from a statlstlcall representative

number of animals were tested for ASF, with negative results; or
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EU comment

For consistency with Article 15.1.3. point 2a), the EU suggests amending point a) above
as follows:

"[...] with negative results;_this period can be reduced to 12 months when there is no
evidence of Ornithodorus tick involvement in the egldemlology_ of the infection; or [...]".

EU comment

The EU is of the opinion that there is not enough scientific data for accepting guarantees
based exclusively on laboratory tests for ASFV as a risk mitigation measure.

Indeed, there are uncertainties in relation to the reliability of testing of pig carcasses for
ensuring absence of ASFV in individual carcasses, considering that doubts remain on
the reliability of both serological and virological testing, as well as nucleic acid detection
tests performed on samples taken at abattoir in the absence of any specific clinical
observation or prior testing of the pigs at farm. In this context, it is also unclear what
type of samples would be considered appropriate (from what organs, and how many).

It should be noted that the distribution and persistence of ASFV in the body of a pigis a
complicated scientific matter and that ASFV may remain quartered and hidden in
isolated lymph nodes or other pig organs.

Therefore, the EU suggests deleting point b) above and reformulating point a) above
accordingly.

Article 15.1.13.
Recommendations for importation frem ASF free countries—or zones—of fresh meat of
wild and feral pigs
Eor frost £ wildpi

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the entire consignment of fresh meat comes from animals which:
a) have-beenkilledinan-ASF-free-country-erzone;
b} have been subjected with favourable results to a post-mortem inspection in accordance with Chapter
6.2. in an appreved examination centre_approved by the Veterinary Authority for export purposes,-and

have beenfound-free of any-sign-suggestive-ofASF;

2) if the country or the zone where the animal has been killed does not comply with the conditions of point 1 of
Article 1.4.6., or is adjacent to a country or zone with an unknown infection status or with infection in wild or
feral pigs or African wild suids,

2) appropriate samples hkas have been collected from every animal killed and has beer—subjected—to—a
weleg+eal—test—and—a—serelegreeﬂ tested for ASF, with negative results.

EU comment

For the reasons given above, the EU is of the opinion that there is not enough scientific
data for accepting guarantees based exclusively on laboratory tests for ASFV as a risk
mitigation measure.
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Furthermore, the EU is of the opinion that countries or zones with ASFV infection in in
wildlife should in general not export fresh meat of wild and feral pigs. Therefore, the
article above should be amended to provide recommendations for the export of fresh
meat of wild and feral pigs only from countries or regions free of ASF in both domestic /
captive wild and wild / feral pigs, i.e. in accordance with point 1 of Article 15.1.2. The
option of point 2 in the draft article above should however be deleted.

Article 15.1.14.

Recommendations for the importation of meat products of pigs -(either domestie—or

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
products:

1)  have been prepared:

a) exclusively from fresh meat meeting the relevant conditions laid-dewn in Articles 15.1.12. or 15.1.13.—as
relevant;

EU comment

The EU suggests including a reference also to Article 15.1.12.bis in point a) above, as
that meat would also be safe to be used in the preparation of meat products.

b) in a processing establishment:
i) approved by the Veterinary Authority for export purposes;
ii)  processing only meat meeting the relevant conditions laid-dewn in Articles 15.1.12. or 15.1.13.;-as
relevant;
OR

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the ASFV in accordance with Article 15.1.19., and that the necessary precautions
were taken after processing to avoid contact of the product with any source of ASFV.

EU comment

In general, the EU would support the article above only if the EU comments to Articles
15.1.12.bis and 15.1.13. above are taken into account. Otherwise, the article above
should be deleted altogether.
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Article 15.1.16.

Recommendations for the importation of bristles;—litter and manure (from pigs})

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products:

1)  originated from domestic and or captive WI/d pigs in eeme—frem an—ASI'LﬁFee a country, zone or compan‘ment
Authorit

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the ASFV_in rdance with one of the pr li in Article 15.1.21bis, and
that the necessary precautions were taken after processing to avoid contact of the product with any source
of ASFV.

Article 15.1.17. (Reinstated)

Recommendations for the importation of litter and manure from pigs

processed In_an_establisnment approvea by the Velennary Autnonty Tor ex|
ensure the destruction of the ASFV in ar‘mrdance with one of the processes listed in Amcle 15 1 21 ter, and that

the necessary precautions were taken after processing to avoid contact of the product with any source of ASFV.

Article 15.1.17.bis

Recommendations for the importation of skins and trophies

Veterinary Authorities of importing countries should require the presentation of an international veterinary
ifi ttesting that the pr ts:

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of ASFV in accordance with one of the procedures referred to in Article 15.1.21., and
that the necessary precautions were taken after processing to avoid contact of the product with any source
of ASFV.

Article 15.1.17.ter

Recommendations for the importation of other pig products

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products:
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1) rigin from domestic or ive wild pigs in ntry, zone or compartment free from ASE and hav
[ di ing € i e e 1 orii e X

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of ASFV, and that the necessary precautions were taken after processing to avoid

contact of the product with any source of ASFV.

Article 15.1.18.

Procedures for the inactivation of ASFV in swill

For the inactivation of ASFV in swill, one of the following procedures should be used:

1) the swill shoul maintain t a temperature of at least 90°C for at least minutes, with contin
stirring; or
2) will

Article 15.1.109.

Procedures for the inactivation of ASFV in meat

For the inactivation of ASFV in meat, one of the following procedures should be used:

1. Heat treatment

Meat should be subjected to one of the following freatments:

a) heat treatment in a hermetically sealed container with a Fo value of 3.00 or more; or

b) heat treatment for at least min t a minimum temperature of 70°C, which sh
throughout the meat.
2 D r igm nder
a) if salted, meat should be cured and dried for a minimum of six months; or

b) if not salted, meat should be cured and dried for a minimum of 12 months.

Article 15.1.20.

Procedures for the inactivation of ASFV in casings of pigs

leas a ither with dry salt (NaCl) or with saturated brine (Aw < 0.80), or with phosphate su : lement r
salt containing 86.5 % percent NaCl, 10.7 % percent Na,HPO, and 2.8 % percent Na;PO4 (weight/weight/weight)
and kept at a temperature of greater than 12°C during this entire period.

Article 15.1.21.

Procedures for the inactivation of ASFV in skins and trophies

manta ned at pH 11.5 or above for t least 48 hours; or

3) soaking, with agitation, in a formic acid solution (100 kg salt [NaClI] 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; or
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Article 15.1.21.bis

Procedures for the inactivation of ASFV in bristles

Eor the inactivation of ASFV present in bristles for industrial use, one of the following procedures should be used:

1) boiling for at least 30 minutes;

2) immersion for at least 24 hours in a 1% solution of formaldehyde prepared from 30 ml commercial
formalin per litre of water.

Article 15.1.21.ter

Procedures for the inactivation of ASFV in manure and litter from pigs (under stud
For the inactivation of ASFV present in manure of pi ne of the following pr I houl
1) moist heat treatment for at least one hour at a minimum tem

2) moisth reatment for at | min minimum tem

EU comment

For consistency with Article 15.1.17., the EU suggests referring to "litter and manure"
in the title of the article above, instead of the other way around.

Furthermore, the EU notes that only manure seems to be addressed in this new article,
whereas the title suggests inactivation procedures also for litter.

Article 15.1.22.

Introduction to surveillance

a ¢ a a ¢

re free from infection with ASFV or he intr: ion
ASFV into a free population. Consideration should be given to the specific characteristics of ASF epidemiology
which include:

the role of swill feeding;

the impact of different production systems;
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the occurrence of apparently healthy carriers;

EU comment

The EU asks the OIE to define the term "apparently healthy carriers" in the context of
ASF, as it is not clear which animals are meant.

the genotypic variability of ASFV.

Article 15.1.23.

General conditions and methods for surveillance

1)

A_surveillance system in _accordance with Chapter 1.4. and under the responsibility of the Veterinary
Authority should address the following:

a) formal and ongoin tem for detecting and inv

de) asystem for recording, managing and analysing diagnostic and surveillance data.

The ASF surveillance programme should:

a) include an early warning detection system throughout the production, marketing and processing chain
for reporting suspected cases. Diagnosticians and those with regular contact with pigs should report

romptly an icion of ASF to the Veterinary Authority. The notification tem under the Veterinar
pa [ C ¢ (

relevan keh rs. nnel r nsible for surveillan houl | k ex ise in ASF
diagnosis, epidemiologi valuation and control;

b)  conduct, when relevant, regular and frequent clinical inspections and laboratory testing of high-risk groups

(for example, where swill feeding is practised), or those adjacent to an ASF infected country or zone (for
example, bordering areas where infected wild and feral pigs or African wild suids are present).

Article 15.1.24.

Surveillance strategies

1

Intr tion

The strategy employed to establish the prevalence or absence of infection with ASFV _may be based on
randomised or _non-randomised clinical investigation or sampling at an acceptable level of statistical

confidence. If an increased likelihood of infection in particular localities or subpopulations can be identified,
r mpling m n ropri r . This may incl :
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b) farms which f will;
C)  pigs reared outdoors.

Risk factors may include, for example, temporal and spatial distribution of past outbreaks, and pig
movements and demographics.

Member Countries should review their surveillance strategies whenever an increase in the risk of incursion

f ASFV i rceived. h chan incl t are not limited to:
— an emergence or an increase in the prevalence of ASF in countries or zones from which live pigs or

products are imported;

n incr in the prevalen f ASF in wild or feral sui igs in th n r zone;

an increase in the prevalence of ASF in adjacent countries or zones;

=  anincreased entry of, or exposure to, infected wild or feral suid pig populations of adjacent countries or zones;
= evidence of involvement of ticks in the epidemiology of a strated by surveillance

implemented in accordance with Chapter 1.5.

Clinical surveillance

signs or lesions suggestive of ASF are accompanied by high mortality should be investigated without delay.

Wild and feral suids pigs rarely present the opportunity for clinical observation, but should form part of any
rveillan heme and should, i Il monitored for vir well nti i
Virological surveillance

a) ftoinvesti linically su it ases;
b) t itor at risk lations;
c) tofollow up positive serological results;

to investigate increa mortality when ASF cannot rul t;-

areas previously free from ASF. Therefore, ASFV isolates should be sent to an OIE Reference
Laboratory for further characterisation.

Serological surveillance

n_effi
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nst ASFV. Positive ASFV_anti resul n_indi n_ongoing or reaks, sin m
| ; - tive f ianifi ; = e Thi > :

D
Drlncmles of survey desmn and the requwement for statlstlcal valldltv should not be comoromlsed

Article 15.1.25.

Surveillance procedures for recovery of free status

In addition to the general conditions described in Articles 15.1.3. and 15.1.4., a Member Country seeking recovery
of free status for the entire country or a zone ASE-free status, including for a containment zone, should show

viden f an activ rveillan rogramme t monstrate no eviden f infection with ASFV.

This surveillance programme should include:

1) blist . imity of t )
2) establishments epidemiologically linked to the outbreaks;

3) animals moved from or used as sentinels or to repopulate affected establishments;
4) Il establishments wher nti ling h n carri t;

5)  wild and feral suid pi lations in the ar f th tbreaks.

Article 15.1.26.

Surveillance for ASFV in wild and feral pigs and African wild suids

EU comment

As indicated in the EU comment above, it is suggested to swap the order of the
surveillance articles, for Article 15.1.26. to become 15.1.27. and vice versa. Indeed, the
surveillance in domestic pigs would thus be grouped in one block, which would make
references to these articles clearer and easier.

1) TIh jective of il ramme is either monstr hat infection with ASFV is not present in
il feral suids pi i i h hical distribution of the infecti

a) determination of the distribution, size and movement patterns associated with the wild and feral suid
pig population;

b) relevance and practicality of assessing the possible presence of infection with ASFV within the population;

2) For implementation of the surveillance programme, the limits of the area over which wild and feral pigs range

hould b fined. Subpopulations of wild and feral suid pig may b arated from each other by natural
artificial barriers.

The surveillance programme m include animals found dead, road kills, animals showing abnormal
haviour an hun nimals.

EU comment

The EU suggests adding the following at the end of point 3 above:

"In that case, the finding of dead animals may be coupled with an information campaign
targeted at hunters and farmers.".
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a)

b)

c) border regions with ASF affected countries or zones;

d) interface between wild and feral pig populations, and domestic and captive wild pig populations;

e) r with farms with free-ranging an tdoor pi

f)

q) her risk ar rmin he Veterinary Authorii h ir rl m n

picnic and camping areas.

Article 15.1.27.

Surveillance for arthropod vectors

EU comment

It should be clarified in an introductory sentence that this Article is only relevant in the
countries where Ornithodorus ticks are suspected of being involved in the epidemiology
of the disease through an appropriate risk assessment.

r rV|rfAFVTh V|r. anIrnmi ran iall I vriIrnmilnh n

rv nly in ticks of the Ornithodoros m mplex.
The Competent Authority should have knowl of the pr distribution an ntity of Ornithodoro.
taking into account climatic or habitat chan ich affect distribution.

When vector surveillance is considered necessary, a sampling plan in accordance with Chapter 1.5. should take
into account the biology and ecology of species present and, in particular, the favoured habitat of these species in

rrows and structur iated with pig pri tion. The plan should also take int nt the distribution an
nsity of pigs in th ntry or zone.
mpling meth incl > i A ming of burrows or str r

—  Text deleted.
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Annex 28

CHAPTER X.X.

CRITERIA FOR ASSESSING THE SAFETY OF
COMMODITIES

EU comment
The EU thanks the OIE and in general supports this new chapter.
Comments are inserted in the text below.

The EU suggests that once adopted, this chapter be systematically provided to ad hoc
groups tasked with updating disease specific chapters of the Code, for it to be used when
proposing safe commodities in relation to a given disease.

Article x.x.1.

Assessing the safety of animal products from a country or zone not free from a
specific listed disease

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

EU comment
The EU suggests adding public health to the sentence above, as follows:

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

Indeed, taking into account public health risks posed by zoonotic pathogens is crucial
for the listing of safe commodities. In addition, human health is considered throughout
Article x.x.2.

In many disease-specific chapters, Article X.X.2. lists animal products that can be traded from a country or zone
not free from the specific listed disease. The criteria for inclusion of animal products in the list of safe
commodities are based on the absence of the pathogen in the traded animal products, either due to its
absence in the tissues from which the animal products are derived or to its inactivation by the processing or
treatment that the animal products have undergone.

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

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

Article x.x.2.
Criteria

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

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

EU comment
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The EU suggests replacing the word "concentration" by the word "level", as the term
concentration is not normally used for pathogens.

Furthermore, a provision regarding the prevention of cross-contamination should be
added to point 1) above, as follows:

"The treatment, processing and further handling prevent the cross-contamination of the
animal product to be traded."

OR

2) If the pathogen may be present in, or may contaminate, the tissues from which the animal product is
derived, the processing or treatment normally applied to produce the animal product to be traded, while
not being specifically directed at this pathogen, inactivates the pathogen to the extent that possible
infection of a human or animal is prevented through its action which is:

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

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

or

c) biological (e.g. fermentation);

or

d) acombination of a) to c) above.

EU comment

The EU suggests adding a provision regarding the prevention of re-contamination to
point 2) above, as follows:

"The further handling of the processed or treated animal product to be traded prevent
its re-contamination."

—  Text deleted.
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Annex 29

TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION
WORK PROGRAMME AS OF SEPTEMBER 2015

EU comment

The EU thanks the Code Commission for providing its work programme for member
country comments in such a clear revised format, and for having taken up many of its
previous suggestions. The EU in general supports the work programme as proposed.
The EU would however prefer giving higher priority to the revision of the Code chapter
on lumpy skin disease, as this disease constitutes an emerging threat in Europe and its
neighbouring regions.

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

As mentioned in the previous comments on the Code Commission's work programme,
the EU attaches particular importance to the updating of the BSE chapters of the Code
and Manual. The EU therefore requests the OIE to treat the revision of these chapters
with the highest priority.

In addition, the EU would like to stress the importance of thoroughly reviewing Chapter
4.6. on Collection and processing of bovine, small ruminant and porcine semen. Reference
is made in particular to the previous EU comment on DIVA vaccination strategies in
relation to IBR/IPV (available on p. 46-54 on this webpage
http://ec.europa.eu/food/safety/international affairs/standard setting bodies/oie/docs/fo
od_safety_int oie_eu comments tahsc report 201409 en.pdf). The EU notes that the
Code Commission has referred that comment to the the Biological Standards
Commission and looks forward to the outcome of that consultation.

Furthermore, the EU thanks the OIE for having started work on new horizontal Code
chapters on vaccination, zoning and outbreak management. As this work will also
include more detailed recommendations on the stamping-out policy, the EU also looks
forward to more clarity on the waiting period for the recovery of free status after a
disease outbreak in a previously free country or zone, i.e. at what point in time exactly
that period starts in relation to the 3 elements of the stamping-out policy as defined in
the glossary (killing of animals, destruction of carcasses, and cleansing and disinfection
of establishments). Indeed, this is worded differently in individual disease specific
chapters of the Code and is not always clear. Whereas a harmonisation across all disease
specific chapters will likely not be possible due to the epidemiology of the diseases in
question or differences in production type, a clarification would still be very useful to
ensure coherent approaches in member countries for any given disease. (Reference is
made to the EU comment on this subject in Annex 24 Infection with foot and mouth
disease virus.) The EU would be particularly interested in actively participating in these
discussions, including via experts in possible future OIE ad hoc groups.

Finally, the EU suggests following the example of the Terrestrial Manual by indicating,
on the relevant OIE webpage (http://www.oie.int/en/international-standard-
setting/terrestrial-code/access-online/), the year of adoption of individual Code chapters.
Indeed, together with the indications on when individual Code chapters have been
submitted to member countries for comments in the last section of this work
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programme, this will not only serve transparency but also immensely facilitate the work
of users of the Code.

General Topic

Detailed issue/action
(By priority order)

With whom to be
managed

Status and further steps

Restructuring of the Terrestrial Code, including
Harmonisation of the Terrestrial and Aquatic Codes

1)

Work with AAHSC towards
harmonisation, as appropriate, of the
horizontal parts of the Codes, notably
Glossary, User's Guide, notification
and listed diseases, and section 6
Veterinary Public Health (especially
AMR)

1)

TAHSC & AAHSC &
HQs

2) Work with BSC for accurate disease | 2) TAHSC & BSC & HQs
description and diagnostic in the
Manual and case definitions in the
Code and names of diseases and Ongoing
country/zone disease status
3) Revision and formatting of chapters | 3) TAHSC & AWWG &
(articles numbering, tables and HQs
figures), especially of Section 7
4) OIE policy on wildlife 4) TAHSC & SCAD &
WWG & HQs
5) Use of “Veterinary Services” and | 5) TAHSC & AAHSC &
“Veterinary Authorities” and HQs
“Competent Authorities” in the Code
Glossary
1) Definitions of OIE ‘standards’ and | 1) TAHSC & AAHSC & 1) Send for MC
‘guidelines’ BSC & SCAD & HQs
2) Definition of ‘stamping-out policy’ 2) TAHSC 2) Review MC
3) Definition of ‘casings’ 3) TAHSC 3) Send for MC
4) Definitions of ‘vaccination’, | 4) TAHSC & BSC & 4) Send for AHG
‘vaccination  programme’,  ‘routine SCAD & AHG & HQs
vaccination’, ‘emergency vaccination’ o _ _
5) Definitions of ‘zone’, ‘free zone’, | 5) TAHSC & SCAD & 5) Preliminary discussions
‘infected zone’, ‘containment zone’, HQs
‘protection zone’
Horizontal issue not yet in the Terrestrial Code
1) CH on vaccination strategies 1) TAHSC & BSC & 1) Pending AHG
SCAD & AHG & HQs
2) CH on contingency planning, outbreak | 2) TAHSC & HQs 2) Preliminary discussions
management and stamping-out policy
3) CH on Salmonella in pig and in cattle 3) TAHSC & APFSWG 3) Draft CHs (section 6): send for MC
4) CH on working equids 4) TAHSC & AWWG 4) Draft CH (section 7): send for MC
5 CH on international veterinary | ) TAHSC & SCAD & 5) Send to SCAD for "Handbook on
certificate for HHP horses AHG management of HHP horses"
6) Disaster management 6) AWWG&TAHSC&HQs | 6) Endorsed with comments
7) Reptiles 7) TAHSC & HQs 7) Preliminary discussions
8) CH on pet food 8) TAHSC & APFSWG 8) On hold (section 6)
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General Topic (contd)

Detailed issue/action

With whom to be

Status and further steps

(By priority order) managed
Terrestrial Code texts on horizontal issues in need of revision: Section 1 Notification
1) Disease notification CH 1.1. 1) TAHSC & SCAD & 1) Send for MC
AAHSC & HQs
2) Criteria for listing CH 1.2. and CH 2) TAHSC & SCAD & 2) Send for MC
1.2.bis AAHSC & HQs
3) Prescribed tests CH 1.3. Revise/ | 3) TAHSC & BSC 3) Send for MC
delete CH in light of Manual
4) CH 1.6. on Status: reorganisation 4) TAHSC & SCAD&HQs | 4) Ongoing

Terrestrial Code texts on horizontal issues in need of revision:

Section 3 Veterinary Services

Revision of CHs of Section 3 in the light of
the return of experience of the PVS

TAHSC & HQs

Pathway

Preliminary discussions

Terrestrial Code texts on horizontal issues in need of revision: Section 4 Disease control

1) CH4.3. on zoning

2) CH 4.6. on semen collection

1) TAHSC & SCAD & HQs
2) TAHSC & BSC

1) Preliminary discussions
2) Pending BSC advice

Terrestrial Code texts on horizontal issues in need of revision: Section 5 Trade measures

CH 5.3 on SPS agreement

TAHSC & HQs

Send for MC

Terrestrial Code texts on horizontal i

ssues in need of revision: Section 6 Veterinary Public Health

Revision of CHs 6.1 and 6.2

TAHSC & APFSWG

Pending WG report

Terrestrial Code texts on horizontal issues in need of revision: Section 7 Animal welfare

1) CH 7.11. dairy cattle production 1) Send for MC

systems
2 H7.5. laugh 2) Pending ad hoc Grou

) CH7.5.0n s.a.ug ter TAHSC & AWWG ) g P

3) CH 7.6. on killing 3) Send for MC
4) CH 7.10. on broiler chicken 4) Send for MC

production

Diseases issues not yet in the Terrestrial Code

1) New CH 15.X. on PRRS 1) TAHSC & SCAD 1) Review AHG report on MC
2) Non-tsetse transmitted Trypanosomosis 2) TAHSC & SCAD & 2) Pending AHG

(new CH on Surra and revision of CH
on Dourine)

AHG

Terrestrial Code texts on diseases in need of revision: Secti

ons 8 to 15, by priority order

Revised CH 8.8. on FMD

TAHSC & SCAD & AHG

Adopted May 2015: Send for MC +
pending questions to AHG

Revised CH 15.1. on ASF TAHSC Send for MC
Revised CH 12.10. on glanders TAHSC Send for MC
Revised CH 11.4. on BSE TAHSC & SCAD & BSC & | Adopted May 2015: Pending
AHG guestions sent to specific AHG
Update and harmonise CH on vector TAHSC & HQs Adopted May 2015: Send for MC (BT,

borne diseases: BT, EHD, RVF, AHS

EHD, RVF)

General Topic (contd)

Detailed issue/action
(By priority order)

With whom to be
managed

Status and further steps
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New CH 8.X. on tuberculosis to merge CH
11.5. & CH 11.6.

TAHSC

Send for MC

CH 15.3. on T. Solium

TAHSC & APFSW

Adopted May 2015: Send for MC

Update CH 10.4. on avian influenza
viruses

TAHSC & HQs

Pending work on zoning, outbreak
management and vaccination

Update CH 10.5. on avian mycoplasmosis

TAHSC & HQs

Pending expert opinion

Update/Revise CH 11.12. on theileriosis

TAHSC & SCAD

Seek expert opinion, AHG

Update CH 11.11. on lumpy skin disease

TAHSC

Seek expert opinion, AHG

Update CH 14.8 on scrapie

TAHSC

Review MC — seek expert opinion

Note: MC: Member comments; CH: chapter; AAHSC: Aquatic Animal Health Standard Commission; BSC:
Biological Standard Commission; SCAD: Scientific Commission for Animal Diseases; TAHSC: Terrestrial Animal
Health Standard Commission; AHG: ad hoc Group; AWWG: Animal Welfare Working Group; APFSWG; Animal
Production Food Safety Woking Group; WWG: Wildlife Working Group; HQs: OIE Headquarters.
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Annex 29 (contd)

ITEM, ANNEX, CHAPTER NUMBERS AND CURRENT STATUS

Provided
Item | Annex Chapter Title for GS83
comments
1 General comments
2 \ User’s guide Sep 15 C
3 \Y, Glossary Sep 15 C
4 VI 1.1. Notification of diseases, infections and infestations Sep 15 C
5 VI 1.2. Criteria for listing diseases Sep 15 C
6 Vil 13. I?rescrlped and alternative diagnostic tests for OIE Sep 15 c
listed diseases
Procedures for self-declaration and for official
/ IX 16. recognition by the OIE SRS C
X 3.2. Evaluation of Veterinary Services Sep 15 C
8 XXIX Report of ad hog Group meeting on evaluation of Sep 15 |
Veterinary Services
High health status horse subpopulation and model
9 4.16 . e E
veterinary certificate
10 X 53. gIE procedures relevant to the WTO/SPS Sep 15 c
greement
X 6.7 Harmpnlsatlon of natlgnql antimicrobial resistance Sep 15 c
surveillance and monitoring programmes
R Monitoring of the quantities and usage patterns of
Xl 6.8. nitoring q ; ge patierns Sep 15 C
antimicrobial agents used in food-producing animals
Draft new chapter on prevention and control of
6.X. . ) . D
Salmonella in commercial cattle production system
6.X Draft new chapter on prevention and control of D
12 o Salmonella in pig herds
XV 8.16. Infection with Trichinella spp. Sep 15 C
XV 15.3. Infection with Taenia solium Sep 15 Cc
XVI 7.5. Slaughter of animals Sep 15 C
XVII 7.6. Killing of animals for disease control purposes Sep 15 C
13 XVl 7.10. Animal welfare and broiler chicken production systems Sep 15 C
XIX 7.11. Animal welfare and dairy cattle production systems Sep 15 C
XX 7.X. Draft new chapter on the welfare of working equids Sep 15 C
XXI 8.3. Infection with bluetongue virus Sep 15 Cc
14 XXII 8.7. Infection with epizootic hemorrhagic disease virus Sep 15 C
XX 8.14. Infection with Rift Valley fever virus Sep 15 C
15 8.4. Infection with Brucella abortus, B. melitensis and B. suis E
16 XXIV 8.8. Infection with foot and mouth disease viruses Sep 15 C
17 XXV 8.X. Infection with Mycobacterium tuberculosis complex Sep 15 C
18 10.4. Infection with avian influenza viruses E
19 11.4. Bovine spongiform encephalopathy E
20 XXVI 12.10. Infection with Burkholders mallei (Glanders) Sep 14 C
21 XXVII 15.1. Infection with African swine fever virus Feb 15 C
29 XXVIII X X Draft new chapter.c_m criteria for assessing the Sep 15 c
safety of commodities
23 XXXII Work programme Sep 15 C
o5 XXXIII Report_of ad hoc Group meeting on veterinary Sep 15 |
education

C: For Member comments; E: under expert consultation (ad hoc Groups, Specialist Commissions, etc.), D:
deferred to Feb 2016 meeting; I: For Member Country information.
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